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CERTIFICATE OF NEED APPLICATION

FOR

TENNOVA HEALTHCARE -
LAFOLLETTE MEDICAL CENTER

Initiation of Part-Time Lithotripsy Service

Campbell County, Tennessee

August 14, 2015

Contact Person:

Jerry W. Taylor, Esq.
Burr & Forman, LLP
511 Union Street, Suite 2300
Nashville, Tennessee 37219
615-724-3247




SECTION A:

APPLICANT PROFILE

1.  Name of Fuacility, Agency, or Institution

Campbell County HMA, LLC, d/b/a Tennova Healthcare--LaFollette Medical Center

Name

923 Central Avenue Campbell
Street or Route County
LaFollette TN 37762
City State Zip Code

2 Contact Person Available for Responses to Questions

Jerry W. Taylor Attorney

Name Title

Burr & Forman, LLP jtaylor@burr.com
Company Name Email address

501 Union Street, Suite 2300 Nashville N 37219

Street or Route City State Zip Code
Attorney 615-724-3247 615-724-3347
Association with Owner Phone Number Fax Number

3. Owner of the Facility, Agency or Institution

Campbell County HMA, L1.C 423-907-1200
Name Phone Number
c/o Tennova Healthcare --LaFollette Medical Center (see above) Campbell
Street or Route County
LaFollette TN 37762

City State Zip Code

4. Type of Ownership of Control (Check One)

A. Sole Proprietorship F.  Government (State of TN or
B. Partnership G. Political Subdivision)

C. Limited Partnership H. Joint Venture

D. Corporation (For Profit) I.  Limited Liability Company

E. Corporation (Not-for-Profit) Other (Specify)

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

Organizational documentation is attached as Attachment A, 4.




Name of Management/Operating Entity (If Applicable) N/A

Name
Street or Route County
City State Zip Code

PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

Legal Interest in the Site of the Institution (Check One)

A. Ownership D. Option to Lease
B. Option to Purchase E. Other (Specify)
C. Lease of 10 Years (Initial term) X

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

A copy of the Lease Agreement and Assignment Agreement is attached as Attachment A. 6.

Type of Institution_(Check as appropriate--more than one response may apply)

A. Hospital (Specify) General X I.  Nursing Home

B. Ambulatory Surgical J.  Outpatient Diagnostic Center
Treatment Center (ASTC), K. Recuperation Center
Multi-Specialty L. Rehabilitation Facility

C. ASTC, Single Specialty M Residential Hospice

D. Home Health Agency . Non-Residential Methadone

E. Hospice N. Facility

F. Mental Health Hospital Birthing Center

G. Mental Health Residential O. Other Outpatient Facility
Treatment Facility P. (Specify)

H. Mental Retardation Other (Specify)
Institutional Habilitation Q.
Facility JCF/MR)




8. Purpose of Review (Check) as appropriate--more than one response may apply)

A. New Institution G. Change in Bed Complement

B. Replacement/Existing Facility [Please note the type of change by

C. Modification/Existing Facility underlining the appropriate

D. [Initiation of Health Care X response: Increase, Decrease,
Service as defined in TCA § Designation, Distribution,
68-11-1607(4) (Specify) Conversion, Reloc'atzon ]
Lithotripsy H. Change of Location

E. Discontinuance of OB Services I.  Other (Specify)

F.  Acquisition of Equipment

[THE REMAINDER OF THIS PAGE INTENTIONALLY LEFT BLANK]




Bed Complement Data
Please indicate current and proposed distribution and certification of facility beds.

Current Beds Staffed Beds
Licensed *CON Beds Proposed

TOTAL
Beds at
Completion

Medical/Surgical 50 50
Surgical (included in above)

Long-Term Care Hospital
Obstetrical

ICU/CCU 6 6
Neonatal
Pediatric

Adult Psychiatric
Geriatric Psychiatric 10 10
Child/Adolescent Psychiatric
Rehabilitation

Nursing Facility (non-Medicaid Certified)
Nursing Facility Level 1 (Medicaid only)
Nursing Facility Level 2 (Medicare only)

Nursing Facility Level 2
(dually certified Medicaid/Medicare)

ICF/MR
Adult Chemical Dependency

Child and Adolescent Chemical
Dependency

CZErp=rEpQammuowp

o

~ Qo

-

Swing Beds
Mental Health Residential Treatment
U. Residential Hospice

=

TOTAL 66 66

50




10.

11.

12.

13.

Medicare Provider Number: 440033

Certification Type: Hospital
Medicaid Provider Number: 0440033
Certification Type: Hospital

If this is a new facility, will certification be sought for Medicare and/or Medicaid?

Tennova Healthcare Lafollette Medical Center is certified for both programs.

Identify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area.

AMERIGROUP

BlueCare

UnitedHealthcare Community Plan

TennCare Select

Will this project involve the treatment of TennCare participants?
Yes

If the response to this item is yes, please identify all MCOs/BHOs with which the
applicant has contracted or plans to contract.

The applicant is contracted with of the TennCare MCOs operating in the area.

Discuss any out-of-network relationships in place with MCOs/BHOs in the area.
N/A



NOTE: Section B is intended to give the applicant an opportunity to describe the project and

to discuss the need that the applicant sees for the project. Section C addresses how
the project relates to the Certificate of Need criteria of Need, Economic Feasibility,
and the Contribution to the Orderly Development of Health Care. Discussions on
how the application relates to the criteria should not take place in this section unless
otherwise specified.

SECTION B: PROJECT DESCRIPTION

Please answer all questions on 8 1/2” x 11” white paper, clearly typed and spaced, identified
correctly and in the correct sequence. In answering, please type the question and the response.
All exhibits and tables must be attached to the end of the application in correct sequence
identifying the questions(s) to which they refer. If a particular question does not apply to your
project, indicate “Not Applicable (NA)” after that question.

L

Provide a brief executive summary of the project not to exceed two pages. Topics to be
included in the executive summary are a brief description of proposed services and
equipment, ownership structure, service area, need, existing resources, project cost,
funding, financial feasibility and staffing.

Project Description

The applicant, Campbell County HMA, LLC, d/b/a Tennova Healthcare -- LaFollette Medical
Center (hereafter "TH-LMC") proposes to initiate extracorporeal shockwave lithotripsy
("ESWL" or "lithotripsy™) services up to three days per week though the use of a leased mobile
lithotripsy unit. The applicant seeks authorization for up to three days per week. The services
will be provided in existing space on the TH-LMC campus. There is no construction or
renovation involved in this project.

Services & Equipment

Services to be provided are lithotripsy treatments. The equipment is a HealthTronics
LithoDiamond Multifunctional Lithotripsy System.

Ownership Structure

The owner of the hospital is Campbell County, HMA, LLC. It is affiliated through several
subsidiaries with Community Health Systems, Inc. An organizational chart of the ownership is
attached as Attachment B, 1.

Service Area

The proposed service area consists of Campbell, Claiborne and Scott counties. Residents of
these three counties accounted for 89% of admissions at TH-LMC in 2013.

Need

There is no lithotripsy unit located in the 3 county service area. The closest units are located
approximately 45 minutes' to one hour drive time in Knox County and Anderson County.

Until recently, TH-LMC did not have an urologist on its medical staff. In August, 2015 Dr. Sean
DeLair, a board certified Urologist, relocated his practice from Kentucky to LaFollette. Dr.
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II.

DeLair is trained and has significant experience in delivering lithotripsy treatments. He knows
from experience there is a need for lithotripsy services in rural communities so patients do not
have to travel to urban areas to receive needed treatment.

A significant number of patients present at the TH-LMC emergency department who are
discharged with a diagnosis of "Possible Urology." Between 2013-2015 the number of such E.D.
visits averaged 358 patients per year. Not all of these are kidney stone cases or candidates for
lithotripsy, but some undoubtedly are, and this further supports the need for the lithotripsy
service at TH-LMC.

Prior to Dr. DeLair's arrival at TH-LMC, these patients could not be treated at the hospital. Now
that Dr. DeLair in on the medical staff, lithotripsy services can be offered at TH-LMC, providing
local access to needed care for service area residents.

Existing Resources

There is no lithotripsy unit located in the 3 county service area. The closest units are located
approximately 45 minutes' to one hour drive time in Knox County and Anderson County.

Project Cost & Funding

The project cost is $437,203, exclusive of the filing fee. The project will be funded through
operating revenues, or, if necessary, the cash reserves of CHS / Community Health Systems, Inc.

Financial Feasibility

The project is financially feasible. It will be profitable in its first year of operation and
thereafter. There are no capital expenditures required.

Staffing

Staffing will include a RN, a surgical tech, a CRNA, and a radiological technologist, all on a
part-time basis. The radiological technologist is supplied by the mobile vendor. The applicant
will not have to increase its staff for this project.

Provide a detailed narrative of the project by addressing the following items as they relate
to the proposal.

A. Describe the construction, modification and/or renovation of the facility (exclusive of
major medical equipment covered by T.C.A. § 68-11-1601 et seq.) including square
footage, major operational areas, room configuration, etc. Applicants with hospital
projects (construction cost in excess of $5 million) and other facility projects
(construction cost in excess of $2 million) should complete the Square Footage and
Cost per Square Footage Chart. Utilizing the attached Chart, applicants with
hospital projects should complete Parts A.-E. by identifying as applicable nursing
units, ancillary areas, and support areas affected by this project. Provide the
location of the unit/service within the existing facility along with current square
footage, where, if any, the unit/service will relocate temporarily during construction
and renovation, and then the location of the unit/service with proposed square
footage. The total cost per square foot should provide a breakout between new
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construction and renovation cost per square foot. Other facility projects need only
complete Parts B.-E. Please also discuss and justify the cost per square foot for this
project.

N/A. No construction or renovation is involved in this project.
If the project involves none of the above, describe the development of the proposal.

The mobile lithotripsy unit is easily moved on attached wheels from place to place as
needed. The unit is lightweight and compact. Most days it will be located in the
cystology procedure room located in the surgery department. If for some reason the
cystology room is not available, the lithotripsy can be used in either of the two operating
rooms in the department.

Identify the number and type of beds increased, decreased, converted, relocated,
designated, and/or redistributed by this application. Describe the reasons for change
in bed allocations and describe the impact the bed change will have on the existing
services.

N/A.
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As the applicant, describe your need to provide the following health care services (if
applicable to this application):

Extracorporeal Lithotripsy:

There is no lithotripsy unit located in the 3 county service area. The closest units are
located approximately 45 minutes' to one hour drive time in Knox County and Anderson
County.

Until recently, TH-LMC did not have an urologist on its medical staff. In August, 2015 Dr.
Sean DelLair, a board certified Urologist, relocated his practice from Kentucky to
LaFollette. Dr. DeLair is trained and has signinficant experience in delivering lithotripsy
treatments. He knows from experience there is a need for lithotripsy servies in rural
communites so pateints do not have to travel to urban areas to receive needed treatment.

A significant number of patients present at the TH-LMC emergency department who are
discharged with a diagnosis of "Possible Urology." Between 2013-2015 the number of such
E.D. visits averaged 358 patients per year. Not all of these are kidney stone cases or
candidates for lithotripsy, but some undoubtedly are, and this further supports the need for
the lithotripsy service at TH-LMC.

Prior to Dr. DeLair's arrival at TH-LMC, these patients could not be treated at the hospital.
Now that Dr. DeLair in on the medical staff, lithotripsy services can be offered at TH-LMC,
providing local access to needed care for service area residents.

Describe the need to change location or replace an existing facility.
N/A

Describe the acquisition of any item of major medical equipment (as defined by the
Agency Rules and the Statute) which exceeds a cost of $2 million; and/or is a magnetic
resonance imaging (MRI) scanner, positron emission tomography (PET) scanner,
extracorporeal lithotripter and/or linear accelerator by responding to the following:

1. For fixed-site major medical equipment (not replacing existing equipment):
N/A.
a. Describe the new equipment, including:
1. Total cost (As defined by Agency Rule).

2.  Expected useful life;

3. List of clinical applications to be provided; and
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4. Documentation of FDA approval.

b. Provide current and proposed schedules of operations.

For mobile major medical equipment:

a. List all sites that will be served;

During the applicant's leased time, the unit will be located on the hospital
campus.

b. Provide current and/or proposed schedule of operations;

The exact days the unit will be used have not been determined. Initially, the
applicant plans on operating the service one day per week, until volume grows
to a level justifying additional days. On the days it is on site, it will operate
between the hours necessary to provide all scheduled treatments.

c¢. Provide the Jease or contract cost.
The total of the lease payments in Year 1 (initial term of the lease) is $396,000.
d. Provide the fair market value of the equipment; and

The estimated FMV or the lithotripsy unit is $120,000 (estimated purchase
price from vendor, $200,000, x 60% representing 3 days part-time use).

A letter from HealthTronics stating the estimated value of the equipment is
attached as Attachment B, II, 2.

e. List the owner for the equipment.
Kentucky 1 Lithotripsy, a subsidiary of HealthTronics, Inc.

Indicate applicant’s legal interest in equipment (i.e., purchase, lease, etc.) In
the case of equipment purchase include a quote and/or proposal from an
equipment vendor, or in the case of an equipment lease provide a draft lease or
contract that at least includes the term of the lease and the anticipated lease
payments.

The equipment will be leased on a part time basis from Kentucky 1 Lithotripsy
pursuant to a Mobile Lithotripsy Services Agreement. Under the Agreement, the
owner provides the lithotripsy unit and one radiologic technologist. The hospital
provides space for the unit, a supervising urologist, a CRNA, and any needed
supplies and medications. The payment from the hospital to Kentucky 1 is $2,400
per treatment. The initial term of the agreement is one year.

11



A copy of the Mobile Lithotripsy Services Agreement is attached as Attachment B
IL, 3.

IIL. (A) Attach a copy of the plot plan of the site on an 8 1/2” x 11” sheet of white paper which must

B)

Iv.

include:

1. Size of site (in acres);

2. Location of structure on the site; and

3. Location of the proposed construction.

4. Names of streets, roads or highway that cross or border the site.
Please note that the drawings do not need to be drawn to scale. Plot plans are required
Sfor all projects.
Two plot plans are attached: (1) a Title Survey map which is not ideally legible but is all
that is available, and (2) an aerial shot from Google Earth. These are attached as
Attachment B, I11.

1. Describe the relationship of the site to public transportation routes, if any, and to any

highway or major road developments in the area. Describe the accessibility of the
proposed site to patients/clients.

There is no public transportation service in LaFollette. The hospital is located on Central
Avenue, which is a four lane highway and a major thoroughfare in the area. The hospital is
easily accessible for patients and the public.

Attach a floor plan drawing for the facility which includes legible labeling of patient care
rooms (noting private or semi-private), ancillary areas, equipment areas, etc. on an 8 1/2” x
11” sheet of white paper.

NOTE: DO NOT SUBMIT BLUEPRINTS. Simple line drawings should be submitted and
need not be drawn to scale.

A floor plan drawing of the area of the hospital where the lithotripsy unit will be located is
attached as Attachment B, IV.

For a Home Health Agency or Hospice, identify:
N/A.

12
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Existing service area by County;
Proposed service area by County;

A parent or primary service provider;
Existing branches; and

Proposed branches.
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SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with Tennessee Code Annotated § 68-11-1609(b), “no Certificate of
Need shall be granted unless the action proposed in the application for such
Certificate is necessary to provide needed health care in the area to be served, can
be economically accomplished and maintained, and will contribute to the orderly
development of health care.” The three (3) criteria are further defined in Agency
Rule 0720-4-.01. Further standards for guidance are provided in the state health
plan (Guidelines for Growth), developed pursuant to Tennessee Code Annotated
§68-11-1625.

The following questions are listed according to the three (3) criteria: (I) Need, (II)
Economic Feasibility, and (IIT) Contribution to the Orderly Development of Health
Care. Please respond to each question and provide underlying assumptions, data
sources, and methodologies when appropriate. Please type each question and ifs
response on an 8 1/2” x 117 white paper. All exhibits and tables must be attached to
the end of the application in correct sequence identifying the question(s) to which
they refer. If a question does not apply to your project, indicate “Not Applicable

(NA .”

QUESTIONS
L NEED

1. Describe the relationship of this proposal toward the implementation of the State
Health Plan and Tennessee’s Health: Guidelines for Growth.

Five Principles for Achieving Better Health from the Tennessee State Health
Plan:

1. Healthy Lives
The purpose of the State Health Plan is to improve the health of Tennesseans.

Every person’s health is the result of the interaction of individual behaviors,
society, the environment, economic factors, and our genetic endowment. The
State Health Plan serves to facilitate the collaboration of organizations and their
ideas to help address health at these many levels.

This appears to be a policy statement to which no response is necessary.
2. Access to Care

Every citizen should have reasonable access to health care.

14



Many elements impact one’s access to health care, including existing health
status, employment, income, geography, and culture. The State Health Plan can
provide standards for reasonable access, offer policy direction to improve access,
and serve a coordinating role to expand health care access.

The proposed lithotripsy service would be the only such service in the 3 county
service area. It will improve access to health care for the service area population.

3. Economic Efficiencies

The state's health care resources should be developed to address the needs of
Tennesseans while encouraging competitive markets, economic efficiencies and
the continued development of the state's health care system. The State Health
Plan should work to identify opportunities to improve the efficiency of the state’s
health care system and to encourage innovation and competition.

This project involves no capital expense. It will be funded through operating
revenues of the lithotripsy service.

4. Quality of Care

Every citizen should have confidence that the quality of health care is
continually monitored and standards are adhered to by health care providers.
Health care providers are held to certain professional standards by the state’s
licensure system. Many health care stakeholders are working to improve their
quality of care through adoption of best practices and data-driven evaluation.

TH-LMC is accredited by the Joint Commission and is in good stating with both the
TJC and the Tennessee Departmental Health. Lithotripsy is a very safe, non-invasive
treatment.

5. Health Care Workforce

The state should support the development, recruitment, and retention of a
sufficient and quality health care workforce. The state should consider
developing a comprehensive approach to ensure the existence of a sufficient,
qualified health care workforce, taking into account issues regarding the
number of providers at all levels and in all specialty and focus areas, the number
of professionals in teaching positions, the capacity of medical, nursing, allied
health and other educational institutions, state and federal laws and regulations
impacting capacity programs, and funding.

This project does not require any additional hospital staffing, and should have no
impact on the local workforce.

15



a. Please provide a response to each criterion and standard in Certificate of
Need Categories that are applicable to the proposed project. Do not
provide responses to General Criteria and Standards (pages 6-9) here.

EXTRACORPOREAL SHOCKWAVE LITHOTRIPSY

1. Determination of Need: The need for ESWL services is determined by applying
the following formula:

N=UXP)+0
N =number of ESWL services procedures needed in a Service Area;

U = latest available Tennessee use rate (number of procedures performed per 1,000
population in the state as determined by the Tennessee Department of
Health);

P = projection of population (in thousands) in the service area as
determined by the Tennessee Department of Health tor Tennessee counties
and the United States Census Bureau for non-Tennessee counties; and

0 = the number of out-of-state resident procedures performed within the
applicant's Service Area in the same time frame used to determine U based
upon publically reported data. The applicant should document the methodology
used to count volume in out-of-state resident procedures and, if different from the
definition of '"procedure" described in these standards and criteria, should
distinguish out-of-state procedures from in-state cases.

The need shall be based upon the Service Area's current year's population projected
three years forward.

These calculations have been performed by the Department of Health for all counties in
Tennessee. The results are attached as Aftachment C, I, Need, 1 (1).

For the 3 county service area the calculations reflect a need for 128 treatments in 2018.

2. Minimum Volume Standard: Applicants proposing to acquire and operate an
ESWL services unit must project a minimum utilization of at least 250 procedures
per year by the third year of operation, based on full-time use of an ESWL unit.
The applicant must also document and provide data supporting the methodology
used to project the patient utilization. An application to provide ESWL services on
a part-time basis shall convert its projected use to that of a full-time equivalent
ESWL unit,
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TH-LMC seeks authorization to operate the lithotripsy service for up to 3 days per week.
The pro-rated minimum volume is 150 treatments (3/5 of 250). The applicant is
projecting 165 lithotripsy treatments in Year 1.

3. Current Service Area Utilization: The applicant should document that
all existing providers of ESWL services within the proposed Service Area
each performed at least 300 ESWL procedures per year during the most
recent 12 month period for which data are available. The utilization by ESWL
units that operate on a part-time basis shall be converted to that of a full-
time equivalent ESWL unit. To characterize existing providers located
within Tennessee, the applicant should use data provided by the Health
Services and Development Agency. To characterize providers located outside of
Tennessee, the applicant should use publicly available data, if available, and
describe in its application the methodology these providers use to count volume.

N/A. There are no existing providers of lithotripsy service in the service area.

In addition, the applicant should provide the HSDA with a report of patient
destination for ESWL services based on the most recent 12 months of publicly
reported data. This report should list all facilities that provided ESWL services
to residents of the proposed Service Area and the number of ESWL
procedures performed on residents of the Service Area for each facility. The
Tennessee Department of Health will assist applicants in generating this report
utilizing the HDDS.

The Department of Health has prepared such a s report, and it is attached as Attachment
C, I, Need, 1 (2). This report shows that 148 residents of the eservice area received
lithotripsy services in 2013. This is 20 more treatments than the calculated "need" for
2018.

4. Adverse Impact on Existing Providers: An application for ESWL services
should not be approved ifthe new program will cause the annual caseload
of existing ESWL programs within the Service Area to drop below an average
of 300 procedures. The utilization by ESWL units that operate on a part-time
basis shall be converted to that of a full-time equivalent ESWL unit. The patient
origin study conducted for Standard 2, an analysis of patient origin data
collected for Standard 3, and the referral data documented for Standard 3
should be wused to determine whether such an adverse impact on existing
providers is likely to occur.

N/A. There are no existing providers of lithotripsy service in the service area.

S. Adequate Staffing and Services: The applicant should document a plan
for recruiting and maintaining a sufficient number of qualified professional
and technical staff to provide the ESWL services and must document the
following:

17



a. The existence of an active radiology service and an established referral
urological practice;

A board certified urologist, Dr. Sean DeLair, has recently joined the TH-LMC medical
staff after relocating his practice from Somerset, Kentucky. A letter from Dr. DelLair is
attached as Attachment C, I, Need, 1 (3).

Also included in the referenced attachment is a letter from Dr. Jan Robbins, Chief of the
Medical Staff and Medical Director of the E.D. Dr. Robbins attests to the need for a local
lithotripsy service, and states that approximately 30 patients per month are diagnosed
with kidney stones in the TH-LMC emergency department. Letters from other physicians
who work in the E.D are also included.

Also included in the referenced attachment are letters from numerous physicians in the
area, including internists and family practitioners. These physicians are typically referral
sources for patients needing lithotripsy. All attest to the need for a local lithotripsy
service.

b. The availability within 90 minutes' drive time of acute inpatient services for
patients who experience complications; and

University of Tennessee Medical Center in Knox County is 48 minutes' drive time from
TH-LMC.

Oak Ridge Medical Center in Anderson County is 49 minutes' drive time from TH-LMC.
Source: Google Maps

c. The fact that all individuals using the equipment meet the training and
credentialing requirements of the American College of Surgeons' Advisory
Council for Urology.

Dr. DeLair, who is currently the only urologist who will be the attending physician for
the lithotripsy program, is board certified in Urology.

The applicant should also document an ongoing educational plan for all staff
included in the ESWL services program.

The radiologic technologist trained in ESWL is provided by the equipment vendor.
Under the Mobile Lithotripsy Services Agreement, the vendor is obligated to assure the
technologist is properly trained and certified.

6. ESWL Equipment: Only applications that provide for the provision of
ESWL services using equipment that has been approved by the United States
Food and Drug Administration for clinical use shall be approvable.
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A copy of the FDA approval documentation is attached as Attachment C, I, Need, 1 (4).

7.  Quality Control and Monitoring: The applicant should identify and
document its intention to participate in a data reporting, quality improvement,
outcome monitoring, and peer review system that benchmarks outcomes based on
national norms. The system should provide for peer review among
professionals practicing in facilities and programs other than the applicant.

The Mobile Lithotripsy Services Agreement provides for a cooperative Quality
Assurance program between the mobile vendor and the hospital. Section 4 provides the
mobile vendor has the following relevant responsibilities:

"e. Creating and maintaining a quality assurance program for monitoring
and improving the efficacy of the operation of the ESL and the ESL
Services provided by Provider on Hospital premises, and complying with
all applicable standards of The Joint Commission (TJC) and Medicare
standards, including the applicable Medicare conditions of participation for
hospital contracted services currently specified at 42 CFR 482.12(¢).
Provider shall cooperate with Hospital’s quality assurance committee in its
periodic review, on a random sample basis, of services provided to Hospital
patients by Provider pursuant to the terms of this Agreement. Quality
assurance reports may be requested by mailing the request to the address as
indicated below. Quality assurance reports will include quality assurance
activities conducted;

® ok ok

g. At Hospital’s request, participate in Hospital’s utilization review
program and any other Hospital program or committee with respect to the
ESL Services that would be required if the ESL services were furnished
directly by the Hospital. Furthermore, Provider shall meet with Hospital
management as appropriate and necessary on a periodic basis to discuss
pertinent issues relating to the arrangement and/or ESL services;"

A sample QA Report, referenced in sub-section (e) above is attached as Attachment C, 1,

Need, 1 (5).

8. Data Requirements: Applicants should agree to provide the Department
of Health and/or the HSDA with all reasonably requested information and
statistical data related to the operation and provision of services and to report that
data in the time and format requested. As a standard of practice, existing data
reporting streams will be relied upon and adapted over time to -collect
all needed information.

The applicant so agrees.
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9. Transfer and/or Affiliation Agreements: If an applicant is not a designated
Level I trauma center, an applicant must document an acceptable plan for the
development of transfer and/or affiliation agreements with hospitals in the service
area (this criterion does not preclude the development of transfer agreements with
facilities outside the applicant's Service Area).

TH-LMC has a transfer agreement with University of Tennessee Medical Center, a Level
I Trauma Center. A copy is attached as Attachment C. I, Need. 1. (6).

10. Access: In addition to the factors set forth in HSDA Rule 0720-11-.01 (1)
(listing the factors concerning need on which an application may be
evaluated), the HSDA may choose to give special consideration to an applicant:

a. That is offering the service in a medically wunderserved area as
designated by the United States Health Resources and Services Administration;

All 3 counties in the service area are designated as Medically Underserved Areas by the
HRSA. Documentation is attached as Attachment C, I, Need. 1, (7).

b. That documents that the service area population experiences a
prevalence and/or incidence of urinary stones or other -clinical conditions
applicable to extra-corporeal shock  wave lithotripsy services that is
substantially higher than the State of Tennessee average; or

All 3 counties in the service area have a higher lithotripsy use rate than that of the state as
a whole:

County County Use Rate Statewide Use Rate
Campbell 0019445 .0012927
Claiborne .0023640 .0012927
Scott 0015612 .0012927

This in part explains the fact that in 2013 more service area residents received lithotripsy
treatments (148) than the calculated "need" for 2018 (128), the latter of which is based on
the statewide use rate.

c. That is a "safety net hospital" as defined by the Bureau of TennCare
Essential Access Hospital payment program.

TH-LMC does receive Essential Access Program payments.

[End of responses to State Health Plan]
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Applications that include a Change of Site for a health care institution,
provide a response to General Criterion and Standards (4)(a-c)

N/A.

. Describe the relationship of this project to the applicant facility’s long-range
development plans, if any.

The proposed lithotripsy service is not related to any other long range plans of TH-
LMC.

. Identify the proposed service area and justify the reasonableness of that
proposed area. Submit a county level map including the State of Tennessee
clearly marked to reflect the service area. Please submit the map on 8 1/2” x 11”

The proposed service area consists of Campbell, Claiborne and Scott counties.
Residents of these three counties accounted for 89% of admissions at TH-LMC in
2013.

A map of the service area is attached as Attachment C, I, Need., 3.

. A. Describe the demographics of the population to be served by this proposal.

B. Describe the special needs of the service area population, including health
disparities, the accessibility to consumers, particularly the elderly, women, racial
and ethnic minorities, and low-income groups. Document how the business plans
of the facility will take into consideration the special needs of the service area
population.

A Population and Demographics Table is attached as Attachment C, I, Need, 4.

. Describe the existing or certified services, including approved but
unimplemented CONs, of similar institutions in the service area. Include
utilization and/or occupancy trends for each of the most recent three years of
data available for this type of project. Be certain to list each institution and its
utilization and/or occupancy individually. Inpatient bed projects must include
the following data: admissions or discharges, patient days, and occupancy.
Other projects should use the most appropriate measures, e.g., cases,
procedures, visits, admissions, etc.

N/A. There are no existing providers of lithotripsy service in the service area.

. Provide applicable utilization and/or occupancy statistics for your institution for
each of the past three (3) years and the projected annual utilization for each of
the two (2) years following completion of the project. Additionally, provide the
details regarding the methodology used to project utilization. The methodology
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must include detailed calculations or documentation from referral sources, and
identification of all assumptions.

This is a proposed new service, so there is no applicable historical utilization data.

It should be noted, however, that a high number of patients present at the TH-LMC
emergency department who are discharged with a diagnosis of "Possible Urology."
Since until recently TH-LMC did not have an urologist on staff, these patients could
not be treated.

Year: "Possible Urology" Diagnosed Cases:
2013 410
2014 347
2015 (Annualized 7-31) 317

Of course not all of these are kidney stone cases or candidates for lithotripsy, but
some portion are and it further supports the need for the lithotripsy service at TH-
LMC.

Projected Utilization:
Year 1: 165 treatments
Year 2: 180 treatments

These are reasonable projections based on the following considerations and
assumptions:

1. According to outmigration data provided by the Department of Health, 148
service area residents received lithotripsy treatments in 2013.

2. An average of 358 patients per year presented at the TH-LMC emergency
department and were discharged with a "Possible Urology" diagnosis between 2013-
2015. While not all of these are kidney stone cases or candidates for lithotripsy some
are, and this indicates the need for treatments may be higher than the 148 treatments
received in 2013.

3. Letters from local physicians, including internists and family medicine
physicians, who are referral sources for lithotripsy patients, indicate a need for a local
lithotripsy service. Although the numbers of such potential referrals was not
quantified, this physician support confirms the need for the lithotripsy service at TH-
LMC.
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1.

4. All service area counties have a higher lithotripsy use rate than does the state as a
whole.

5. Although the "need" for 2018 lithotripsy based on the statewide use rate is 128
treatments, the reliability of this statistic is undermined by the fact that 148 patients
from the service area actually received such treatment in 2013.

6. The absence of a locally available lithotripsy service may cause the number of
service area residents who receive the service to be lower than it would be if a local
service was available. This would be patients who need the service but who are
unable or unwilling to leave the service area to receive it.

ECONOMIC FEASIBILITY

Provide the cost of the project by completing the Project Costs Chart on the
following page. Justify the cost of the project.

o All projects should have a project cost of at least $3,000 on Line F.
(Minimum CON Filing Fee). CON filing fee should be calculated
from Line D. (See Application Instructions for Filing Fee)

o The cost of any lease (building, land, and/or equipment) should be
based on fair market value or the total amount of the lease payments
over the initial term of the lease, whichever is greater. Note: This
applies to all equipment leases including by procedure or “per click”
arrangements. The methodology used to determine the total lease cost
for a "per click" arrangement must include, at a minimum, the
projected procedures, the "per click" rate and the term of the lease.

e The cost for fixed and moveable equipment includes, but is not
necessarily limited to, maintenance agreements covering the expected
useful life of the equipment; federal, state, and local taxes and other
government assessments; and installation charges, excluding capital
expenditures for physical plant renovation or in-wall shielding, which
should be included under construction costs or incorporated in a
facility lease.

For projects that include new construction, modification, and/or renovation;
documentation must be provided from a contractor and/or architect that support

the estimated construction costs.

A completed Project Cost Chart is attached on the following page.
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PROJECT COSTS CHART

Construction and equipment acquired by purchase:

1. Architectural and Engineering Fees

2. Legal, Administrative, Consultant Fees $

30,000

3. Acquisition of Site

4. Preparation of Site

5. Construction Costs

6. Contingency Fund

7. Fixed Equipment (Not included in

Construction Contract)

8. Moveable Equipment (List all

equipment over $50,000.00)

9. Other (Specify)

Acquisition by gift donation, or lease:

1. Facility (Inclusive of building and land)

2. Building Only

3. Land Only

4. Equipment (Specify)  Lithotripsy Unit ($2,400/procedure) 3

396,000.00

5. Other (Specify) Supplies and Medications $

11,203.00

Financing Costs and Fees:

1. Interim Financing

2. Underwriting Costs

3. Reserve for One Year's Debt Service

4, Other (Specify)

Estimated Project Cost $

437,203.00

(A+B+C)

CON Filing Fee $

3,000.00

Total Estimated Project Cost $

440,203.00

(D & E)

TOTAL $

440,203.00
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2. Identify the funding sources for this project.

a. Please check the applicable item(s) below and briefly summarize how the
project will be financed. (Documentation for the type of funding MUST be
inserted at the end of the application, in the correct alpha/numeric order and
identified as Attachment C, Economic Feasibility-2.)

A. Commercial loan--Letter from lending institution or guarantor stating favorable initial
contact, proposed loan amount, expected interest rates, anticipated term of the loan,
and any restrictions or conditions;

B. Tax-exempt bonds—Copy of preliminary resolution or a letter from the issuing
authority stating favorable initial contact and a conditional agreement from an
underwriter or investment banker to proceed with the issuance;

C. General obligation bonds—Copy of resolution from issuing authority or minutes from
the appropriate meeting.

D. Grants--Notification of intent form for grant application or notice of grant award; or
X E. Cash Reserves—Appropriate documentation from Chief Financial Officer.

No out-of pocket capital outlay is required. This project will almost certainly be funded
through operating revenues of the lithotripsy service. However, if and to the extent a capital
outlay is required, a funding letter is attached as Attachment C, II, Economic Feasibility, 2.

F. Other—Identify and document funding from all other sources.

3. Discuss and document the reasonableness of the proposed project costs. If
applicable, compare the cost per square foot of construction to similar projects
recently approved by the Health Services and Development Agency.

4. Complete Historical and Projected Data Charts on the following two pages--Do
not modify the Charts provided or submit Chart substitutions! Historical Data
Chart represents revenue and expense information for the last three (3) years for
which complete data is available for the institution. Projected Data Chart
requests information for the two (2) years following the completion of this
proposal. Projected Data Chart should reflect revenue and expense projections
for the Proposal Only (i.e., if the application is for additional beds, include
anticipated revenue from the proposed beds only, not from all beds in the
facility).
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Attached on the following pages are:
1. A Historical data Chart for the entire hospital
2. A projected Data Chart for the entire hospital.

3. A Projected Data Chart for the Lithotripsy service.
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HISTORICAL DATA CHART

Give information for the last three (3) years for which complete data are available for the facility or agency.

2012 2013 2014
A Utilization/Occupancy Data: Admissions | 2359] | 2586 | 2416|
B. Revenue from Services to Patients
1. Inpatient Services $50,801,155 $64,614690 $ 68,585,717
2. Outpatient Services * ER services included in Qutpatient $181,833,261 $167,394,260 $ 169,161,849
3. Emergency Services
4. Other Operating Revenue $175,961 $140,165 § 148,430
Specify: rental income, etc.
Gross Operating Revenue $232,810,377 $232,149115 § 237,895,996
C. Deductions from Operating Revenue
1. Contract Deductions $153,746,090 $161,451,618 $ 168,614,728
2. Provision for Charity Care $8,316,056 $8,820,398 § 8,729,602
3. Provision for Bad Debt $6,449,325 $5,215,629 § 6,710,067
Total Deductions $168,511,471 $175487,645 $ 184,054,787
NET OPERATING REVENUE $64,298,906 $56,661,470 3 53,841,209
D. Operating Expenses
1. Salaries and Wages $14,713,218 $14,263599 $ 14,021,991
2. Physicians' Salaries and Wages
3. Supplies $15,214,172 $12,600,913 § 13,099,988
4. Taxes $588,379 $553,777 % 551,740
5. Depreciation $4,020,203 $4,401,153 $ 4,085,725
6. Rent $1,041,434 $1,000,469 § 650,482
7. Interest, other than Capital
8. Management Fees:
a. Fees to Affiliates $10,632,434 $3,380664 $ 1,401,637
b. Fees to Non-Alffiliates
9. Other Expenses $12,480,266 $13,038,487 $ 12,515,816
Specify: benefits, profees, outside svs, maint, etc.
Total Operating Expenses $58,690,108 $49,239.062 $ 46,327,277
E. Other Revenue (Expenses)--Net
Specify:
NET OPERATING INCOME (LOSS) $5,608,800 $7,422408 $ 7,513,932
F. Capital Expenditures
1. Retirement of Principal
2. Interest
Total Capital Expenditures $0 30 $ -
NET OPERATING INCOME (LOSS) $5,608,800 $7,422,408 $ 7,513,932
LESS CAPITAL EXPENDITURES $0 $0 $ -
NOI LESS CAPITAL EXPENDITURES $5,608,800 $7,422,408 § 7,513,932
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historical

Other Expenses

benefits

prof. fees
outside services
repairs & maint
utilities

general insurance
other taxes
property tax
sales tax

other

Hitech Incentive

Other Revenue

OTHER REVENUE
CAFETERIA SALES
GIFT SHOP SALES
VENDING SALES
COT RENTAL
OTHER RENTAL
MEDICAL TRANS.
INTEREST INCOME

MISCELLANEOUS INC(

SUPPLIES SOLD

2012
3,825,998
546,020
3,172,182
942,258
640,100
845,567
1,862,919
254,771
333,608
56,844

12,480,266

2012
15,440
332
14,837
6,463

111,649
738
1,663
24,836
4

175,961

2013
3,865,505
210,526
4,073,050
921,197
497,936
604,917
1,848,149
227434
326,344
463,429

13,038,487

2013
16,654

3562.18
12576.15

99382.95
620.05
-2143.1
10512.89

140,165

2014
4,244,916
201,380
4,767,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1609208

12,515,815

2014
16,577

3,772
13,318

105,243
657
-2,269
11,133

148,430

28



PROJECTED DATA CHART (Whole Hospital)

Give information for the two (2) years following completion of this proposal. The fiscal year begins in

Year 1 Year 2
A. Utilization/Occupancy Data (Admissions). 2,464 2,514
B. Revenue from Services to Patients
1. Inpatient Services $ 69,957,431 $ 71,356,580
2. Outpatient Services $ 174,085,793 $ 179,308,367
3. Emergency Services $ - $ -
4, Other Operating Revenue (Specify) 3 148,430 § 151,399
Gross Operating Revenue $ 244,191,655 $ 250,816,346
C. Deductions from Operating Revenue
1. Contractual Adjustments $ 173,253,880 $ 177,957,062
2. Provisions for Charity Care $ 8,959,603 $ 9,202,822
3. Provisions for Bad Debt $ 6,682,202 $ 6,863,606
Total Deductions $ 188,895,684  $ 194,023,490
NET OPERATING REVENUE $ 55,295,971 $ 56,792,856
D. Operating Expenses
1. Salaries and Wages $ 14,305,916 $ 14,595,837
2. Physicians' Salaries and Wages
3. Supplies $ 13,236,121 $ 13,506,132
4. Taxes $ 551,740 $ 551,740
5. Depreciation $ 4,085725 § 4,085,725
6. Rent $ 650482 § 650,482
7. Interest, other than Capital
8. Management Fees:
a. Fees to Affiliates $ 1,401,537 $ 1,401,637
b. Fees to Non-Affiliates
9. Other Expenses $ 12,911,816  § 12,923,696
Specify:
Total Operating Expenses $ 47,143,337 $ 47,715,149
E. Other Revenue (Expenses)--Net
Specify:
NET OPERATING INCOME (LOSS) $ 8,152,633  § 9,077,707
F. Capital Expenditures
1. Retirement of Principal
2. Interest
Total Capital Expenditures $ > $ =
NET OPERATING INCOME (LOSS) $ 8,152,633 § 9,077,707
LESS CAPITAL EXPENDITURES $ - $ -
NOI LESS CAPITAL EXPENDITURES $ 8,152,633  § 9,077,707
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projected

Other Expenses

benefits

prof. fees
outside services
repairs & maint
utilities

general insurance
other taxes
property tax
sales tax

other

Hitech Incentive

OTHER REVENUE
CAFETERIA SALES
GIFT SHOP SALES
VENDING SALES
COT RENTAL
OTHER RENTAL
MEDICAL TRANS.
INTEREST INCOME

MISCELLANEQUS INC(

SUPPLIES SOLD

year 1

4,244 916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1,609,208

12,911,815

Other Revenue
year 1

16,577.04
3,772.23
13,317.71
105,243.10
656.61
(2,269.47)
11,132.79

PP B PP LB R

148,430

year 2

4,244,916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1,608,208

12,923,696

year 2

$ 16,908.58
3,847.67

13,684.06

107,347.96
669.74
(2,314.86)
11,355.44

P H P B P LW B

151,399
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PROJECTED DATA CHART (Lithotripsy Only)

Utilization/Occupancy Data (Litho Treatments).
Revenue from Services to Patients

1. Inpatient Services
2. Outpatient Services
3. Emergency Services
4. Other Operating Revenue (Specify)
Gross Operating Revenue

Deductions from Operating Revenue

1. Contractual Adjustments
2. Provisions for Charity Care
3. Provisions for Bad Debt
Total Deductions

NET OPERATING REVENUE

Operating Expenses

Salaries and Wages
Physicians' Salaries and Wages
. Supplies
Taxes
. Depreciation
Rent
Interest, other than Capital
Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates
9. Other Expenses

Specify:
Total Operating Expenses

PN O A BN

Other Revenue (Expenses)--Net
Specify:

NET OPERATING INCOME (LOSS)

Capital Expenditures

1. Retirement of Principal
2. Interest
Total Capital Expenditures

Give information for the two (2) years following completion of this proposal. The fiscal year begins in

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES
NOI LESS CAPITAL EXPENDITURES

31

Year 1 Year 2
165 180
$ =
$ 1,540,707 $ 1,680,772
$ - $ -
$ =
$ 1,540,707 $ 1,680,772
$ 941,055 $ 1,055,257
$ 48723  $ 54,636
$ 37450 § 41,994
$ 1,027,227 $ 1,151,887
$ 513,480 § 528,884
$ -
$ 348 § 3,803
$ 5135 § 5,289
$ 396,000 $ 407,880
$ 404,620 % 416,971
$ 108,860 $ 111,913
$ - $ -
$ 108,860  $ 111,913
$ - $ -
$ 108,860 $ 111,913




5. Please identify the project’s average gross charge, average deduction from
operating revenue, and average net charge.

Average Gross Charge: $9,337.61
Average Deduction: $6,225.61
Average Net Charge: $3112.00

6. A. Please provide the current and proposed charge schedules for the proposal.
Discuss any adjustment to current charges that will result from the
implementation of the proposal. Additionally, describe the anticipated revenue
from the proposed project and the impact on existing patient charges.

This is a proposed new service, so there are no current charges. The proposed
charges are:

Deseription. [HCPCS [ Nel Charge | Gross Chara¢
LITHOTRIPSY UNILATERAL | 50590 | $3,112.54 $9,337.62
BILATERAL LITHOTRIPSY | 50590 | $3,112.54 $9,337.62

This proposal will not impact existing patient charges.

B. Compare the proposed charges to those of similar facilities in the service
area/adjoining service areas, or to proposed charges of projects recently
approved by the Health Services and Development Agency. If applicable,
compare the proposed charges of the project to the current Medicare allowable
fee schedule by common procedure terminology (CPT) code(s).

Ther are no lithotripsy providers in the service area. Charges for lithotripsy servies in
any adjoining areas are not available to the applicant. To the applicant's knowledge
no new lithotripsy services have been approved recently enough that the comparison
would be meaningful

Below are the average gross charges per procedure for lithotripsy treatments, from the
HSDA Medical Equipment Registry.

Equipment Type 1st Quartile = Median 3rd Quartile
Lithotripter $9,029.86 $12,783.82  $17,953.48
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10.

Source: HSDA Medical Equipment Registry - 1/7/2015

Discuss how projected utilization rates will be sufficient to maintain cost-
effectiveness.

As reflected on the Projected Data Chart, the proposal is profitable in Year and
thereafter.

Discuss how financial viability will be ensured within two years; and
demonstrate the availability of sufficient cash flow until financial viability is
achieved.

As reflected in the Projected Data Chart, financial viability will be achieved in Year
1.

Discuss the project’s participation in state and federal revenue programs
including a description of the extent to which Medicare, TennCare/Medicaid,
and medically indigent patients will be served by the project. In addition,
report the estimated dollar amount of revenue and percentage of total project
revenue anticipated from each of TennCare, Medicare, or other state and
federal sources for the proposal’s first year of operation.

TH-LMC participates in the Medicare and TennCare programs. It contracts with all
TennCare networks operating in the region. The estimated revenues and payor
mixes for the lithotripsy program are reflected below:

Payor Payor Mix Net Revenue Year 1
Medicare: 59.5% $305,521
TennCare: 17.6% $90,372

Provide copies of the balance sheet and income statement from the most recent
reporting period of the institution and the most recent audited financial
statements with accompanying notes, if applicable. For new projects, provide
financial information for the corporation, partnership, or principal parties
involved with the project. Copies must be inserted at the end of the
application, in the correct alpha-numeric order and labeled as Attachment C,
Economic Feasibility-10.

The financials for TH-LMC are rolled up into the Consolidated financials of the
parent company. A copy of the audited Consolidated Statements of Income and
Consolidated Balance Sheets for Community Health Systems, Inc. and Subsidiaries
is attached as Attachment C, II, Economic Feasibility 10.
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11. Describe all alternatives to this project which were considered and discuss the
advantages and disadvantages of each alternative including but not limited to:

a. A discussion regarding the availability of less costly, more effective, and/or
more efficient alternative methods of providing the benefits intended by the
proposal. If development of such alternatives is mot practicable, the
applicant should justify why not; including reasons as to why they were
rejected.

No more cost effective alternatives were identified. The leased, part-time
lithotripsy service arrangement calls for a fixed payment per procedure by the
hospital to the mobile vendor. The hospital then bills the 3rd party payor. No
construction or renovation of the hospital is required. This proposal require
little or no out of pocket capital expenditure, and can be financially sustained
through operating revenues of the program. .

b. The applicant should document that comsideration has been given to
alternatives to new construction, e.g., modernization or sharing
arrangements. It should be documented that superior alternatives have
been implemented to the maximum extent practicable.

As mentioned above, the is no construction hospital renovation required. No
superior alternatives were identified, or are thought to exist.

(II1.) CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH
CARE

1. List all existing health care providers (e.g., hospitals, nursing homes, home care
organizations, etc.), managed care organizations, alliances, and/or networks with
which the applicant currently has or plans to have contractual and/or working
relationships, e.g., transfer agreements, contractual agreements for health
services.

e Team Health — Emergency Department physician coverage

e Resource Anesthesia — CRNA Coverage Vendor

e Innovative Pathologists — Pathology Vendor

e Abercrombie — Radiology Vendor

e Healogics — Wound Care Vendor

e University of Tennessee Medical Center -- Transfer Agreement

e Kentucky 1 Lithotripsy -- Mobile Lithotripsy Services Agreement

2. Describe the positive and/or negative effects of the proposal on the health care
system. Please be sure to discuss any instances of duplication or competition
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arising from your proposal including a description of the effect the proposal will
have on the utilization rates of existing providers in the service area of the
project.

This proposal will have a positive effect on the health care system. It will bring a
needed health care service that is currently not available in the service area.

This proposal will have no negative effect on the health care system. There are no
exiting providers of lithotripsy in the service area. No capital expenditure is required,
so even if the service were to be utilized at a rate less than the projected volume, there
would be no added cost to the health care system.

. Provide the current and/or anticipated staffing pattern for all employees
providing patient care for the project. This can be reported using FTEs for
these positions. Additionally, please compare the clinical staff salaries in the
proposal to prevailing wage patterns in the service area as published by the
Tennessee Department of Labor & Workforce Development and/or other
documented sources.

Staffing Wage Median Wage (TDLWD)*
1 RN $27/hour $28.19
1 surgical tech $17/hour $18.73
1 CRNA $250/hour $71.08

* Wages are stated as annual salaries on the TDLWD website. Those annual salaries
were converted to an hourly rate based on 2,000 annual hours. In some cases the
conversion may not result in an accurate hourly rate for part-time contractual services
(e.g., the CRNA).

These positions are from the current hospital staff. No new staffing is required.

. Discuss the availability of and accessibility to human resources required by the
proposal, including adequate professional staff, as per the Department of Health,
the Department of Mental Health and Developmental Disabilities, and/or the
Division of Mental Retardation Services licensing requirements.

TH-LMC maintains compliance with all applicable regulatory and licensing
requirements, including any staffing requirements. This proposal does not call for
any additional staffing.

. Verify that the applicant has reviewed and understands all licensing certification
as required by the State of Tennessee for medical/clinical staff. These include,
without limitation, regulations concerning physician supervision, credentialing,
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admission privileges, quality assurance policies and programs, utilization review
policies and programs, record keeping, and staff education.

The applicant so verifies.

. Discuss your health care institution’s participation in the training of students in
the areas of medicine, nursing, social work, etc. (e.g., internships, residencies,
etc.).

TH-LMC has training affiliations with the following educational institutions:

e Lincoln Memorial University

o South College

e Appalachian College of Pharmacy

e Tennessee Center for Applied Technology
University of Tennessee

Kaplan University

Mercer University

Anderson County Schools

King College

Roane State Community College
Southeast Kentucky Community & Technology College
Tennessee State

e Virginia College
e Creighton University
e Brenau University
. (a) Please verify, as applicable, that the applicant has reviewed and

understands the licensure requirements of the Department of Health, the
Department of Mental Health and Developmental Disabilities, the Division of
Mental Retardation Services, and/or any applicable Medicare requirements.

The applicant so verifies.

(b) Provide the name of the entity from which the applicant has received or will
receive  licensure, certification, and/or accreditation.

Licensure: Tennessee Board for Licensing Health Care Facilities

Accreditation: The Joint Commission

If an existing institution, please describe the current standing with any licensing,
certifying, or accrediting agency. Provide a copy of the current license of the
facility.
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10.

11.

TH-LMC is in good standing with al licensing and accrediting agencies.

A copy of the hospital license is attached as Attachment C, III, Orderly Development,
7.

For existing licensed providers, document that all deficiencies (if any) cited in
the last licensure certification and inspection have been addressed through an
approved plan of correction. Please include a copy of the most recent
licensure/certification inspection with an approved plan of correction.

Since TH-LMC is Joint Commission accredited, a state licensure survey has not been
performed in many years. The applicant could not locate a copy of any state survey.

All deficiencies of the latest TIC survey have been resolved and the Plan of
Correction has been accepted. A copy of the most recent TJIC survey is attached as
Attachment C. ITI, Orderly Development, 8.

Document and explain any final orders or judgments entered in any state or
country by a licensing agency or court against professional licenses held by the
applicant or any entities or persons with more than a 5% ownership interest in
the applicant. Such information is to be provided for licenses regardless of
whether such license is currently held.

There are no settlements, judgments, or final orders entered in any state or country by
a licensing agency or court against the professional license held by applicant. Neither
CHS / Community Health Systems, Inc. nor Community Health Systems, Inc. holds
professional licenses.

Identify and explain any final civil or criminal judgments for fraud or theft
against any person or entity with more than a 5% ownership interest in the
project.

There are no civil or criminal judgments for fraud or theft against applicant or CHS /
Community Health Systems, Inc. which would jeopardize or negatively impact the
funding of the project.

If the proposal is approved, please discuss whether the applicant will provide the
Tennessee Health Services and Development Agency and/or the reviewing
agency information concerning the number of patients treated, the number and
type of procedures performed, and other data as required.

If the proposal is approved, the applicant will provide the Tennessee Health Services
and Development Agency and/or the reviewing agency information concerning the
number of patients treated, the number and type of procedures performed, and other
data as required.
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PROOF OF PUBLICATION

Attach the full page of the newspaper in which the notice of intent appeared with
the mast and dateline intact or submit a publication affidavit from the newspaper as
proof of the publication of the letter of intent.

The Notice of Intent was published in the Knoxville News Sentinel on August 9, 2015. A
Publisher's Affidavit will be submitted on or before August 31, 2015.

DEVELOPMENT SCHEDULE

Tennessee Code Annotated § 68-11-1609(c) provides that a Certificate of Need is
valid for a period not to exceed three (3) years (for hospital projects) or two (2)
years (for all other projects) from the date of its issuance and after such time shall
expire; provided, that the Agency may, in granting the Certificate of Need, allow
longer periods of validity for Certificates of Need for good cause shown. Subsequent
to granting the Certificate of Need, the Agency may extend a Certificate of Need for
a period upon application and good cause shown, accompanied by a non-refundable
reasonable filing fee, as prescribed by rule. A Certificate of Need which has been
extended shall expire at the end of the extended time period. The decision whether
to grant such an extension is within the sole discretion of the Agency, and is not
subject to review, reconsideration, or appeal.

1. Please complete the Project Completion Forecast Chart on the next page. If the
project will be completed in multiple phases, please identify the anticipated
completion date for each phase.

A completed Project Completion Forecast Chart is attached.

2. If the response to the preceding question indicates that the applicant does not
anticipate completing the project within the period of validity as defined in the
preceding paragraph, please state below any request for an extended schedule
and document the “good cause” for such an extension.

The applicant does not request an extended period of validity at this time.

Form HF0004
Revised 05/03/04

Previous Forms are obsolete
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PROJECT COMPLETION FORECAST CHART

Enter the Agency projected Initial Decision date, as published in Rule 68-11-1609(c):
November, 2015

Assuming the CON approval becomes the final agency action on that date; indicate the
number of days from the above agency decision date to each phase of the completion
forecast.

Anticipated Date
Phase DAYS (MONTH/YEAR)
REQUIRED
1. Axchitectural and engineering contract signed
2. Construction documents approved by the Tennessee
Department of Health
3. Construction contract signed
4. Building permit secured
5. Site preparation completed
6. Building construction commenced
7. Construction 40% complete
8. Construction 80% complete
9. Construction 100% complete (approved for occupancy
10. *Issuance of license N/A N/A
11. *Initiation of service 30 December, 2015

12. Final Architectural Certification of Payment

13. Final Project Report Form (HF0055)

For projects that do NOT involve construction or renovation: Please complete
items 10 and 11 only.
Note: If litigation occurs, the completion forecast will be adjusted at the time of the
final determination to reflect the actual issue date.
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LIST OF ATTACHMENTS

Organizational documentation

Lease and Assignment

Ownership organizational chart
Estimation of Equipment Value

Mobile Lithotripsy Services Agreement
Site Plans

Floor plan

Department of Health need calculations
Department of Health outmigration data
Letter of Support from Attending Urologist
FDA approval documentation

Sample QA Report

Transfer Agreement

HRSA documentation of MUA

Map of the service area

Population and Demographics Table
Funding Letter

Financial Statements

TJC survey

Hospital license
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COPY

AGREEMENT AND ASSIGNMENT OF LEASE

THIS AGREEMENT AND ASSIGNMENT OF LEASE (“Agreement”) is made as of the lST'
day of (Deqopbe. , 2011, by and among THE CITY OF LAROLLETTE, TENNESSEE, a
city organized and existing as a governmental unit under the laws of the State of Tennessee, (the
“Lessor”), ST. MARY’S MEDICAL CENTER OF CAMPBELL COUNTY, INC. (Successor in interest
to LAFOLLETTE MEDICAL CENTER, INC.), a Tennessee not-for-profit corporation, and MERCY
HEALTH PARTNERS, INC. (successor in interest to St. Mary’s Health System, Inc), a
Tennessee not-for-profit corporation being the sole member of LaFollette Medical Center, Inc.,
(collectively, the "Assignor') and CampBeELL CoUNTY HMA, LLC, a Tennessee limited

liability company, (the "Assignee™).

WITNESSETH:

WHEREAS, by that certain Lease and Purchase Option Agreement dated as of April 27,
2000, and that certain First Amendment to Lease Agreement which is anticipated in connection
with this Assignment (collectively, the. “Lease”), a copy of said Lease and all addenda,
amendments and modifications théreof being attached hereto as EXHIBIT “A” and made a part
hereof, Assignor leases that certain Leased Premises, as defined in the Lease, from the Lessor;

WHEREAS, Assignor desires to assign to Assignes and Assignee desires to accept from
Assignor all of the right, title and interest of Assigror in and to the Lease and the Leased

Premises; and )

WHEREAS, Lessor desires to consent in all respects to the assignment of the Lease from
Assignor to Assignee; and

WHEREAS, Assignore, Assignee and Lessor wish to agree in certain other respects as set
forth herein;

Now, THEREFORE, for and in consideration of the foregoing and for other good and
valuable consideration and of the mutual agreements hereinafter set forth, the receipt and
sufficiency of which are hereby acknowledged, Lessor, Assignor and Assignee stipulate,

covenant and agree as follows:

1. ASSIGNMENT OF LEASE. Assignor does hereby presently and absolutely sell, assign,
convey, transfer, set over and deliver to Assignee, effective as of the closing of the transactions
pursuant to which Assignee and its affiliates will acquire substantially all of the assets of
Assignee and its affiliates in East Tennessee (the “Closing™), currently anticipated to be October
1, 2011, (the date on which such Closing occurs, the "Effective Date™), all of Aszignor's right,
title and interest in and to the Lease and to the Leased Premises arising thereunder, Lessor
hereby consents to the foregoing assignment in all respects and agrees to be bound thereby. The
parties agree that the Effective Date will be deemed to have ocourred, and the foregoing

Attachment A, 6
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systems, facility renovations, new facilities, medical office space, and development of new
services, quality improvement programs, physician recruitment and other capital expenditures at
the Leased Premises or the Undeveloped Land. Any cause beyond Assignee’s control that
prevents or delays Assigriee’s performance of its obligations hereunder, including the acts and
requirements of governmental authorities, acts of God, acts of war or terrorism, civil
insurrection, strikes or unavailability of raw materials or supplies shall extend the Expenditure
Period to the extent necessary for Assignee to meet its obligations after the cause of the delay has
been removed, provided that Assignee shall have no obligations herennder following the
expiration of the term of the Lease. Assignee shall, upon Lessot’s reasonable request (but not
more frequently than annually) during the remaining term of the Lease (including any “Renewal
Term” pursuant to Section 4.3(b) thereof), provide Lessor with a report as to its expenditures

pursuant to this Section.

7. FEASIBILITY & ECONOMIC STUDY. Assignee at its sole cost and expense,
agrees to conduct a feasibility and economic study to determine the economic viability of
additional healthcare facilities by an independent third party selected by Assignee, and approved

by Lessor (which approval will not be unreasgnably withheld).

8. ESCROW. Assignee shall estaélish an cgcrow account and fund THREE
AU—NDRED THOUSAND ($300,000.00) dollars per year for the remainder of the Lease,
including any “Renewal Term” pursuant to Section 4.3(b) thereof, (up to an aggregate of TWO
C _1‘ MILLION FOUR HUNDRED THOUSAND DOLLARS ($2,400,000.00)) for the purpose of
* ¥ 7 funding the construction of additional healthcare facilities, if Assignee elects to construct such
facilities. In the event, Assignee elects not to construct additional healthcare facilities during the
remaining term of the Lease, the escrowed funds (and all interest accrued thereom) will be
released to Lessor upon the termination of the Lease. In the event, Assignee eleots in its sole
discretion to construct additional healthcare facilities during the remaining term of the Lease
(including any “Renewal Term” pursuant to Section 4.3(b) thereof), Lessor agrees that the
escrowed funds (and all interest accrued thereon) will be released to Assignee and be avajlable

for use in funding the costs of constructing or equipping such healthcare facilities.

5. CHARITABLE CONTRIBUTION. Upon the Effective Date, Assignor will make
an untestricted donation to the Lessor or its designee i the amount of ONE HUNDRED AND
TWENTY FIVE THOUSAND DOLLARS ($125,000.00) to be used by Lessor or its designee
for appropriate charitable purposes. In addition, Assignee will make an unrestricted donation to
the Lessor or its designee to be used by Lessor for appropriate purposes in the amount of ONE
HUNDRED AND TWENTY FIVE THOUSAND ($125,060.00) Dollars and, in Assignee’s sole
discretion, up to an additional unrestricted donation to the Lessor or its designee to be used by
Lessor for appropriate purposes in the amount of ONE HUNDRED AND TWENTY FIVE
THOUSAND ($125,000.00), following the determination of any property tax assessment with

respect to the Leased Premises. )
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assignment and the other transactions described herein will become effective only upon the
Closing.

2.  ASSUMPTION. Assignee hereby assumes all of Assignor's obligations as lessee under
the Lease with regard to the Leased Premises, from and after the Effective Date but not prior

thereto.

3.  GUARANTY. Notwithstanding the deletion of the Mercy Health Partners, Inc.
guarantee in the First Amendment to Lease Agreement, Assignee agrees to provide a guarantee
of the Lease by Knoxville HMA Holdings, LLC in the form attached hereto as ExmisiT “B”.

4. UNDEVELOPED LAND. For and in consideration of the sum of one dollar
($1.00), Assignor hereby agrees to convey to Lessor all of its right title and interest in and to the
undeveloped land described on EXHIBIT “C” attached hereto (the “Undeveloped Land™),
which conveyance will occur on the Effective Date or as soon thereafier as practicable, Assignee
is a third party beneficiary of Assignor’s agreement to convey the Undeveloped Land to Lessor
and shall have the right to enforce such obligation. Lessor acknowledges that during the
remaining term of the Lease (including any “Renewal Term” pursuant to Section 4.3(b) thereof)
the Undeveloped Land will be used solely and exclusively by Assignee, and solely for the
construction and operation of healthcare facilities should Assignee elect to construct healthcare
facilities thereon. If Assignee elects to construct healthcare facilities on the Undeveloped Land
during the term of the Lease, Lessor agrees to transfer to Assignee, upon Alssignee’s request, for
no copsideration, fee title constituting all of Lessor’s right, title and interest in and to the

Undeveloped Land, free and clear of encumbrances, for the purpose of constructing an <
operating healthcare facilities. % ‘\QMWL b et M Lopsiy &

5. ACCELERATED RENTAL PAYMENT. Upon the Effective Date, Assignee shall
pay to Lessor a lump sum rental payment (calculated on a net present value basis) in the amount
of FIVE HUNDRED TEN THOUSAND DOLLARS ($510,000.00), which payment will,
notwithstanding any contrary provision of Article 5 of the Lease or any other provision of the
Lease, satisfy any and all rental payments owed, owing or that may become due at any time
during the remaining term of the Lease (including any “Renewal Term™ pursuant to Section
4.3(b) of the Lease). The parties expressly acknowledge that the foregoing provisions expressly
modify the Lease in accordance with Section 12.5 thereof. In addition, Assignor shall direct the
release of TWO HUNDRED THOUSAND ($200,000.00) dollars of currently escrowed rental

payments for the benefit of Lessor.

6. CAPITAL COMMITMENT. During the remaining term of the Lease
(including any “Renewal Term” pursuant to Section 4.3(b) thereof) (the “FExpenditure Period”),
Assignee commits to fund at least TWELVE MILLION DOLLARS ($12,000,000.00) in the
aggregate in capital expenditures with respect to the Leased Premises or the Undeveloped Land.
The capital expenditures made by Assignee during the Expenditure Period may include, at
Assignee’s election, expenditures for new equipment, equipment replacement, information

16707.1



10. INDEMNIFICATION. Assignor hereby defends, indemnifies and holds Assignee
harmless from and against any and all loss, cost, damage, expense (including reasonable
attorneys' fees), lability, claim or cause of action incurred by Assignee as a result of claims
brought against Assignee, as Assignor's successor-in-interest to the Lease, arising prior to the
Effective Date hereof from, in connection with, or in any way relating to the Lease. Assignee
hereby agrees to defend, indemnify and hold Assignor harmless from and against any and all
loss, cost, damage, expense (including reasonable attorneys' fees), liability, claim or cause of
action incurred by Assignor as a result of claims brought against Assignor by reason of
Assignee's failure to perform the obligations set forth in the Lease and assumed hereunder by

Assignee from and after the Effective Date.

11. BinpING EFFECT. The covenants and agreements herein contained shall bind and

inure to the benefit of and be binding upon each party hereto and its respective heirs, legal
representatives, successors and assigns. The foregoing provisions shall be deemed for all
purposes to modify the Lease in accordance with Section 12.5 thereof.

THE REMAINDER OF THIS PAGE IS INFENTIONALLY BLANK
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IN WITNESS WHEREOF, duly authorized representatives of the parties hereto have
executed this Agreement and Assignment of Lease as of the day and year first above written,

ASSIGNOR;
ST. MARY’S MEDICAL CENTER MERCY HEALTH PARTNERS, INC,
OF CAMPBELL COUNTY, INC., (successor in interest to St. Mary’s Health System, Inc.)

{successor in interest to LaFollette

Medical Center, Inc.) ;
b SR m Ak

Natne: J’a/ffa(, A Ak Name: . Tellocr A Ash.'n
Title: v/ de nd aad £ 0 Title: Frvs. dent snd L0

ASSIGNEE:
CAMPBELL COUNTY HMA, LLC

By://%@M /5) it

Name:__TimeHy K. farn
Title: YN ¢ Mesidat-

LESSOR:
THE CITY OF LAFOLLETTE, TENNESSEE

Name: /lafael £ Fsneltf
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CITY OF LaFOLLETTE, TENNESSEE
to

LaFOLLETTE MEDICAL CENTER, INC.

LEASE AND PURCHASE OPTION AGREEMENT

Dated as of April 27, 2000

Relating to LaFollette Medical Center

Prapared by:
Robertson, Ingram & Overbay
The Farragut Building
530 South Gay Street, Suite 802
Kooxville, Tennessee 37902-1537
865.5222717

Recorded in the Office of

Register of Deeds

Campbell County, Tennessee

as Instroment No, in

Book at Page
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LEASE AND PURCHASE OPTION AGREEMENT

This Lesse and Purchase Option Agreement ("Agreement”) is made and entered into as
of the 27 day of April, 2000, by and between THE CITY OF LaFOLLETTE, TENNESSEE (the
"City"), a municipality organized and existing as a governmental unit under the laws of the State
of Tennesses, and having its principal seat of government in LaFollette, Tennessce, and
LaFOLLETTE MEDICAL CENTER, INC., a not-for-profit corporation organized and existing

- ander the faws of the State of Tebnesses (the "Lessea"), and ST, MARY'S HEALTH SYSTEM,
INC., a not-for-profit corporation otganized and existing under the laws of the Siate of Tennessee

and sole member of Lessee (“St. Mary’s”).

Recitaly

1. - The City owns asixty-six(66) bed bospital facility, a ninety-cight (98) bed nvrsing
home, a home healih agency, and a medical office building, all of which are located in the City and
are collectively known as LaFollstte Medical Center (the "Hospital”) serving primarily the medical
needs of residents of the City and Campbell County.

2. TheCity Council ofthe City (the "Governing Body"} has determined that (aycertain
improvements, program developments and other activities related to the future of the Hospital ate
necessacy to (i) insure the Tong-term viability of the Iospifal as a modern, up-todate health care
facility, (ii) assure residents of the Clfy and County convenient access to affordable, quality health
care, and (i) strengtlien steategic aspects of delivery and adrninistration of managed care products
and services in the community, and (b) the best way to accomplish such objectives is by means of

this Agreement.

3. Lessesis a duly constituted and empowered Tennessee not-for-profit corporation,
organized for charitable purposes, and, ptior to the Commencement Date, as heteinafer defined, will
have applied to the Internal Revenue Service to be recogpized as an organization exempt from
federal income taxation under Section 501 (a) of the Internal Revenue Code 0f 1986, asarmended (the .
“Code™), by virtue of the provisions of Section 501(c)(3) of the Cods,

4. .St Mary’s is a duly constituted -end empowersd Tennessee not-for-profit
cotporation, organized for cheritable purposes, and is recognized by the Internal Revenue Service
g an organization exempt from federal ineoms taxation under Section 501(2) of the Internal
Revenue Code of 1986, as amended (the “Code™), by virtus of the provisions of Section 501(c)(3)
ofthe Code, which understands and hag experience in the delivery of health care in Bast Tennessee,
and is the sole member of Lessee.

5. ‘The City, pursuant to its powers under the City Charter'and the Constitution and
the Jaws of the State of Tennessee, including ordinances, tesclutions and other legislative
proceedings of the Governing Body, has the authority and desires to exercise such pawers by leasing
with an option to purchase the Leased Premises, as herein defined, to Lesses, on the terms and

conditions herein set forth.



NOW, THEREFORSE, in consideration of the foregoing recitals and the mutual promises
and agreements among the City, the Lesses, and St. Mary’s hereipafter set forth, it is hereby agreed

as follows:

Axticls I
Definitions

Section 1,1. Definitions. The following terms are defined texms under this Agreement
and shall have the following meanings given to them, unless the context and use clearly indicaies
a different infent and meanjng:

"dgreement” means this Lease and Purchase Optien Agxcement'and any future
amendments and supplements hereto.

"duthorized Lessee Representative” means the person at any relevant fime designated
to act on behalf of the Lessee by written certificate furnished to the City containing the specimen
signature of such person and signed on behalf of the Lesses by its President or other officer
amthorized by its Bosrd of Directors or members. Such certificats may designate an alternaie or

alternafes.

"Authorized City Representative” means the pe:éon at any relevant fime designated to

© get on behalf of the City by written certificate fuznished to the Lessee containing the specimen

signature of such person and signed by the Mayor. Such certificate may designete an altetnate o

alternates, In this Agreement, wherein refstence is to a "direction of the City," said direction shall
be in writing znd signed by an Anthorized City Representative.

"Cliy™ roeans the City of LaFollstts, Tennessee, 2 municipality organized and existing
puxsuait to the City Charter. .

"City Charter " means Chapter 1610f the Private Acts of 1897 of the State of Tennessee,
as amended. ‘

"City Recorder” means, at any relevant time, the duly appointed and incumbent City
Recorder of the City or such other public official whe, under applicable law, has succesded to the
office of or is then exercising the powers of such City Recorder.

"Code " means the federal Iniernal Revenue Code of 1986, a3 emended, ox the provisions
of any successor code with respect o the federal taxation of income of individuals, corporations and
other otganizations, as applicable.

“Commencement Date” means the time and date the Lease Term commences, being
12:01 am,, July 1, 2000.

"County” means Campbell County, Tennessee.
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“Current Obligations” means only the following items set out under the heading of
“Chrrent Obligations” on Exhibit C, hereto: accounts payable, other accrued expenses, accrued
compensation benefits, and estimated third-paciy settlements.

"Ettical and Religious Directives” means the Ethical and Religious Directives for
Catholic Health Care Services as promulgated by the National Conferenice of Catholic Bishops as
adopted in the archdiocsse or diocese in which the Flospital is located. Tn the event that the National
Conference of Catholic Bishops shall cease to exist, "Ethical and Religious Directives” shall mean
such similar directives promulgated by its successor organization or by such organization then
exercising its powers and duties, and In the event sueh archdiocese or diocese shall cense to existso
that there is not then an individual bearing the title Archbishop or Bishop of such archdiocess or
diocese, such ferm shall mean the Ethical and Religious Directives adopted by the individual or
organization then exetcising the power, duties and authotity of such Archbishop or Bishop.

“Exchided dssets” means the Hospital’s assets shown on its balanee sheet as of March
31, 2000, &s “other receivables™ and “assets limited as o use by Board for-self-insneance,” in the
amounts set out in Exhibit D, attached hereto and heseia incorporated by reference, as the same shall
be adjusted by Coulfer & Jusius to reflect changes therein from March 31, 2000, to the
Commencement Dats, which adjusted amount the pavties agree represents the Excluded Assets of
the existing LaPollette Medical Center as of the Commencement Date.

"Fiscal Year” tneans the petiod in any year commencing on Janvary 1 and ending on
December 31 of such year.

“Governing Body” or "Governing Bodies” means, with reference to the City, its City
Courcil or such other successor body as may be provided by law and, with reference to the Lessee
and St Mary’s, their respective Boards of Dixectors and members.

"Elealth Care Facility” means a facility for the delivery ofhealth care services, including
but notnecessarily limited to acute care of in-patients, which provides, by and under the supervision
of physicians, medical diagnosis and treatment, both surgical and non-surgicel, over a continuous
24-hour petiod, seven days a week, to persons injured, gick or disabled, as well as out-patient and
emergency room medical services,

UHaspital” means LaFollette Medical Center, including any and all subordinate and
related Facilities, including, without limitation, LaFollstte Nursing Home, LaFollette Home Health,
and LaFollette Medical Office Building, located on the Leased Land.

“Hospital Bonds” weans the City of LaFollette, Tennsssee, General Obligation Nursing
Home Refimding Bonds, 1993 Series, bearing inferest af rates from 2.5% ta 5.1% and due in annuad
instalirents through March 2011 plus semi-annual interest payments.

"Hospital Equipment Leases” means the leases of equipment for the Hospital to (i)
FINOV A Gov't Pinance, Inc., (ii) Pitney Bowes Credit Coxp., (i) Panasonic Credit Company, (iv)
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Datascope Corp., and (v) GE Medical Systems, which equipment leases and the rexcal obli gations
thereunder ave reflected in Bxhibi 1. B2 E-3. B4 -5, respectively.

"Hospital Notes" means (i) the City of LaFollette, Tennessee, capital outlay note payable,
due in semi-annual installments of $39,517, including interest at 5.5%, throngh July 2011 for
constrietion and equipping of the Independesit Living Center, and (if) the noninterest bearing term
Toan farthe prrchase dietary equipment, which loan had an outstanding principal batance of $31,722
as of June 30, 1999, and is payable in monthly instaliments of $961 through Febroary 2002,

ngease Term' or "Term” meens the duation of the lensehold estates created in this -
Agreement, including any renewals thereof.

"7 ease Year " neans initlally the time period conumencing on the Commencement Date
of this Agreement and ending at the end of the day immediately preceding the first annual
anniversary of the Commencement Date, and thereafier, {he period of fims coramencing on cach

annual anmiversary of the Commencement Date and ending at the end of the day immediately
preceding the fiext succeading annual annivetsary of the Commencement Date.

"Leasad Bquipment” means those items of equipment and related propesty as desexibed
in Exhibit B hereto and City’s leasehold interest under the Hospital Equipment Leases, together with
all items 'of equipment and related property installed or placed in or on the Leased Premises by
Lessee as replacement or additional equipment,

7 eased Land” means the real estate and intercsts inreal estate described in Exhibit A,
whick s sitached hereto nd by reference made 2 part hereof, together with the buildings, addifions,
improvements, fixtures, and fucilities thereon and appurienances thegeto.

Y ensed Premises ™ means the Leased Land and the Lessed Equipment.

*Tessee" means LaFollstte Medical Center, Inc.

i “Iessee'’s Board of Directors” meaps the Boad of Directors of LaFollette Medical
Center, Inc.

"Mayor” means, at any elevant time, the duly elected and incumbent Mayor of the City
or such other public official who, undés applicable law, has sueceeded fo the office of or is then
exerclsing the powers of such Mayor.

Net Working Capital” means the amount specified it Bxthibit C, attached hereto and
Herein incosporated by reference, as the same shall be adjusted a5 provided in Section 3.4, below,
to reflect changes therein from March 31,.’2.000,'£otheCammencsmant}l}ate,whichadjusfcd&moimt
the parties agres represents the net working capital of the existing LeFollette Medical Center as of

the Commencernent Date.
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wPermitted Encumbrances” means, as of any parficular time (i) this Agreement, (iD)
easements of record a5 of the date hereof, (iii) mineral rights that will not materially affect, interfere
with or impax the use of the Leased Premises by Lessce under this Agreement, and (iv) such minor
defects, regularities, encumbrances, easements, rights-of-way and clouds on title as pormally exist
with respect to properties similar in character to the Leased Premises so long as no one ok more of
ther, alone or in combination, materially affects, impairs or interferes with Lessee's use of the

Leased Premises for the purposes hereby contemplated.

"Replacement Hospital” means a Health Care Facility, incloding the property on which
it is situated, and thoss subordinate and related facilities, funishings, fixtures and equipment that
Lessee's Board of Directors deems adequate {0 mest the health care needs of the City and the

County.
“Sy. Mary’s” means St. Mary’s Health System, Inc., the sole member of Lesses,

Seetion 1.2, Alternative Forms of Defined Terms. The use of e singular form of any
word herein shall also inchude the plural form and vice versa, The use of the neuter form of any
word herein shall also include the maseuline and feminine fortns, and the masculine form shall

inelude the feminine and neuter forms and vice versa.

ARTICLE I
Representations

Section 2,1, Representations by the Cliy. The City makes the following representations
as the basis of the undextakings on its part herein contained:

(8) The City is duly incorporated and validly existing as a municipality and public
corporation under the provisions of the City Charter.

(6) Under the provisions of the City Charter, Constitution, and applicable laws of the
State: of Tennesses, the City has the power and authority to enter info this
Agreement, Inciuding the option fo purchase, and the transactions hereby
contemplated and to carry out and perform its obligations hereunder.

(c) The Governing Body ofthe City has, by all necessary and appropriate proceedings,
approved the form and substance of this Agieement and has duly authorized its
execution, delivery and pexformence by the City. Such proceedings are (i) valid
and in-accordance with all eppliceble faws, inciuding, without lirnitation the
“Sunshine Law,” and (if) are either not subject o veto orappeal or the time therefor
hes efapsed and such proceedings have not been repealed, amended or
supplermsnted as of the date hereof.

(@) Uponitsdusezecution and delivery by ali other parties hereto, this Agreement will
be & valid and binding obligation of the City, enforceable fa accordance with its
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terms, sabject only to bankruptey and other similar laws affecting the rights of
creditors and the exercige of judicial discretion in appropriats cases.

(e) Neither the City's execution and delivery of this Agreement nor the City's
* - performance of its obligations under this Agreement (i) violates any provision of
the Constitnfion or laws of the State of Tennesses o the City Charter or (i)
conflicts with or violates, in any material respect, auny representation, warranty,
covenant, agreament or other obligation binding upon the City or applicable to the
Leased Property ot Leased Equiproent.

(D - Thera are no judicial or administrative proceedings pending ox, to the best of the:
City's knowledge, threatened, challenging directly or indirectly (i) the validity of
the proceedings by the City's Governing Body authorizing the City's execution,
delivery and performance of this Agreement, (i) the validity of this Agreement, or
(iit) the City's power and authority to perform its obligations under this Agreement
in acoordance with its provisions.

(2) FExcept as disclosed on Bxhibit A, the City oins the Leased Land in fee simple
with title therefo unencumbered except by Permitted Encumbrances.

(h) Bxcept as disclosed on Exhibit B, City has absolute umencumbered owoership of
the Leased Equipment. ,

() The Hospital Bonds and Hospital Notes are the only owtstanding debt obligations
of the City with respect to the Leased Premises, including, without Hmitation, the

Hospital.

() The Hospital Equipment Leases are the only outstanding lease obligations of the
City with respeet fo the Leased Premises, including, without Limitation, the

Hospital.

. Secrion 2.2, Representations by the Lessee. Lessee makes the following representations
as the basis for the undertakings on its part herein coniained:

{a) The Lesseo (i) is a nonprofit public benefit corporation organized and existing
under the laws of the State of Tennessee and exempt from federal income taxation
under Section 501(a) of the Code asan organization described in Section 501(e)(3)
of the Code; (i) will, as of the Commencesnent Date, have applied for a
dsterrnination letter from the Infemal Revenue Service to such effect; (i) is not
aware of any facts o circumstances that could cause 2 denial of that letter; (Iv) wilk
comply with all terms and conditions of such determination letter when and as
received; and, (v) has not taken and will not izke any actions that would jeopardize
its status as ap organizeiion described in Section 501(e)(3) of the Code exempt
from taxation under Section 501(a) of the Code.
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(b) TheLessechas the power fo enter into this Agreement and carry out its obligations
hereunder and, by all proper corporate action, has been duly authorized o enter
into, execute and deliver this Agreement, subject to the Lessee's obfaining
authorization from applicable regulatory authorities (i) to use the Hospital's
existing Medicare provider number orthe Lassee's securing anew provider number
and (if) to operate the Hospital under the City's existing license oy Lessee’s gecuring

-a new license to operate the Hospital. .

(c) Uponitsdueexecutionand delivery by all other parties hereto, this Agresment will
be a valid and binding obligation of the Lessee, enforceable in accordance with its
terms, subject only to bankruptcy and other similar laws affecting the rights of
creditors and tha exercise of judicial disctetion in appropriate cases.

(& Neither the Lessee's execution and delivery of this Agreement nor Lessee's
performance of its obligations under tiis Agreement (i) violates any provision of
the Constitution or laws of the State of Tennessee or (ii) conflicts with or violate,
in any material respects, any representation, warranty, covenant, agreement of other
obligation: of the Lessee.

(e) There are no judicial or administrative proceedings pending or, to the best of the
Lessee's knowledge, threatened, challenging directly or indirectly (i) the validity
of the proceedings of the Lessee authorizing the execution, delivery and
performance of this &; ént, (i) the validity of this Agreement, or (iif) the
Lesses's pawer and anthority to perform itg obligations under this Agreement in
accordance with its provisions.

() The Lesses's Charter and Bylaws presently conform and, during the term of this
Agresment, they and auy superseding document by whatever name designated shall
continus fo conform to the provisions of this Agreement and to those provigions
appliceble:

- {1) for exemption from federal income taxation as anonprofit corporation
exempt from federal income taxation under Section 501(a) of the Code
by virtue of the provisions of Section 501(c)(3) of the Code; and,

(2) foradulyconstintedand empowered Tennessee corpatation, organized
for charitable purposes and not for profit.

Section 2.3 Representations by St Mary’s. St Mary's makes the following
representations as the basis of the undertakings on its part herein contained:

(&) StMary's(Dis anonprofitpublic benefit corporation organized and existing noder
the laws of the State of Tennessee and exempt from federal income taxation under
Section 501(a) of the Code as an organization described in Section 501(c)(3) of the
Cods; (if) has received a determination. letter from the Internal Revenue Service to
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such effect; (iif) is not asware of any facts or circumstances that could cause a denial
of that letter; (iv) will comply with all terms and conditions of such determination
letter when and as received; and, (v) has not taken and will nottake any actions that
would jeopardize its staius &5 an organization described in Section 501(c)(3) of the
Code exempt from taxation under Section 501(a) of the Code.

St. Mary®s has the power fo enter into this Agreement and carry out its obligations
herennder and, by all proper corporate action, has been duly authorized to enier
into, execute and deliver this Agreement, subject to the Lessee's obtaining
enthorization from applicable regulatory anthorities (i) to use the Hospital's
existing Medicare providernumber or the Lessee’s gecuring anew provider number
and (1) to operate the Fiospital under the Cily's existing license or Lessee's securing
a new license to operate the Hospital.

Upon its due exscntion and delivery by all other patties hereto, this Agreement will
be a valid and binding obligation of St. Mary’s, enforceable in accordance with its
terms, subject only to bankruptey and other similar laws affecting the rights of
creditors and the exercise of judicial discretion in appropriate cases.

Neithet St. Mary’s execution and defivery of this Agreement nor its performance
of its obligations wnder this Agreement (i) violates any provision of the
Constitution or laws of the State of Tennessee ox (ii) conflicts with or violate, in
atry material respects, any representation, warranty, covenant, agreement or other
obligation of St. Mary’s. ) )

Thete are no judicial or administrative proceedings pending or, to the best of St.
Mary's knowledge, threatened, challenging directly or indirectly (i) the validity of
the proceedings of St. Mary’s authorizing the execution, delivery and performance
of this Agreement, (i) the validity of this Agreement, or (iif) St. Mary's power and
anthority to perform jis obligations under this Agreement in accordance with its
provisions.

St, Mary’s Charter aud Bylaws presently confoxm and, during the term of this
Agreement, they and any superseding document by whatever name designated shall
continue to conform to those provisions applicable:

(1) forexemption from federal income taxation as a nonprofit corporation
exempt from federal income taxation under Section 501(2) of the Code
by virtue of the provisions of Section 50 1{(c)(3) of the Code; and,

(2) foraduly constituted and empowsted Tennesses corporation, organized
for charitable purposes and not for profit.
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ARTICLEIE
Demising Clause; Exclusive Option;
Tile fusurance; and, Net Working Capital

Section 3,1. Demise of the Praject. In consideration of and subject to the rentals and
other terms and conditions hereln specified, and otherwise in accordance with the provisions of this
Agreement, City heréby demises and leases the Leased Premises to Lessee.

Section 3.2, Exclusive Purehase Option. City grants to Lessee the exclusive right and
option fo purchase the I.eased Premises, together with any and afl easements and rights-of-way City
owns in conjunction therewith, The purchase option hereby granted is exerciseble by Lessee upon
the esarlier sceurrence of the following events:

() the completion by Lessee of the Replacement Hospital; or,

. (if) the nineteenth (19%) apniversary of the Commencement Date of this Agresment.
Lessee may exetcise its purchase option granted herein by Lessee’s giving writlen notice thereof,
in accosdance with Article I, below, to the City upon either of the following events, whichever is

applicable: _
(2) within ﬂnrtj;' (30) days of the completion of the Replacement Hospital; or,

(b) atanytimefollowing the sineteenth (19%) anniversary of the Commencement Date
fout ot liter than one hundred twenty (120) days after receipt of writien notice from. the City of the
expiration of the Lease Termn or one hundred twenty days (120) of the twentieth (20*) auniversary
of the Lease, whichever is later.

" The purchase price for the Leased Premises shall be One Dollar ($1.00). Closing ofthe
purchase shail take place inLaFolletie, Tennessee, within thirty (30) days of either the effective date
of Lessee’s notice, if the option is exervised upon completion of the Replacement Hospital, ot the
day immediately preceding the twentieth (20") anniversary of the Commencement Date, if fhe option
is exercised following the nineteenth (19%) amniversiry of the Commencement Date. Atclosing, all
documents necessary for conveyance of the Leased Premises to Lesses shall be executed and
delivered by City, all adjustments shall be made, and the purchase price shall be paid by Lessee.
City shall execute and deliver all instruments reasonably deemed necessary by Lessee to accomplish
this transaction, City shall convey good aud marketable fee simple title of the Leased Premuises to
Lesses by general warranty deed, qualifying for the issuance of a standeyd AL TA tirle ingurance
policy, free and clear of all liens and encumibrances, except only the lien for real estate taxes, ifany,
for the year in which closing occurs which shall be prorated to date of closing and asstrmed by

I essee,

Section 3.3. Tiile Insurance or Opinion, Lessee may, at its expense, obtain a policy o1
policies of title insurance in such amount as Lessee desms appropriate in its sole discretion or ag
apinion of counsel acceptable io Lessee that the City has good and merchantable title to the Leased
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Premises subjéct only to Permitted Encumbrances. City shall cooperate fully with Lesses with
respect to Lessee's obtaining such title insurance or opinion of counsel.

Section 3.4. Net Woﬁk&ng Capital.

)] Mhmﬂmw The City and Lessce agree that, onthe -
Commencement Date, Lessee shall purchase from City the Net Working
Capital of the Hospital, and City shall transfer to Lessee ownetship of the Net
Working Capital of the Hospital, Net Working Capital shall notinclude the
Pxeluded Assels as set out in Exhibit D.

® Computation of Net Working Capital. Attached hereto as BxhibitCisthenet
working capital of the Hospital as of March 31, 2000, as reffected in the
Hospital’s most secent financial stateroends. The parties agree that the
amount of net working capital reflected in Exhibit C shall be adjusted to
reflect changes therein from March 31, 2000, to the Commenocement Date,
and the Net Working Capital transferred to Lessee and the amount paid by
Lesses to City therefor shall be the amountas presented in the audited short-
period financial staternents of the Hospital as of Junie 30, 2000, as prepared
by Coulter & Justus, P.C., CPA’s. Onthe Commencement Date, Lesses shall
pay to the City eighty (80%) percent of the Net Working Capital as reflected
on Bxhibit C. Within sixty (60) days of the Commencement Date, Coulier
; , & Justus, P.C., shall funish the parties hereto with the audited short-petiod
Finanvial statements as of June 30, 2000. Within fhixty (30) days thereof,
either patty may submit to the other a detailed statement seffing out eny
objection to the calculation of Net Working Capital. The City and Lessee
ghall, in good faith, use reasonable efforts to resolve any objection and to
reach an agreement as to the amount of Wet Working Capital. Within ten
(10) days after the parties agtee upon the amount of Net Working Capital, if
the amount of Net Working Capital is greater than the amount paid by Lessee
on the Commenceraent Date, Lesses shall pay the City the difference therein
or If the amouat of Net Working Capital is less fhan the atnonnt by Lessec on
the Commencement Date, the City shall repay the difference to the Lessee.
Tn, the event the parties are upable 1o agree 85 10 the amount of Net Working
Capital, they shall sclect an independent accounting firm, whose
determination as to the ameunt of Net Working Capital shall be binding.

) Lessee’s Assumption of Current Obligations. Upon the Commencement
Date, Léssee shall essume and gatlsfy when due the Current QObligations.
Such assumption shall be evidenced by a written: instrment executed by
1 essee, which instrument shall be in substantially the form and substance as
Exhibit ¥, attached hereto.

(d) Pension Plan Assets. The parties agree that the Net Working Capital of the
Hosgpital shall not be deemed to inchide the assets held by the City for the
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henefit of its employses' Section 403(b) pension plan, vihich assets and any
and all related liabilities shall, on the Commencement Date, be transferred,
and delivered by the City to the Lessee for the benefit of the Hosdpital's

employees.

ARTICLE IV
Effective and Commencement Dates; Delivery and Acceptance of Possession;
Lease Term; Surrender of Possession; and, Operation of Leased Premises by Lessee

Section 4.1, Effective Date, This Apreement shall become effective upon its execution
on behalf of the City, Lesses, and 8t. Meary’s.

Section4.2. Delivery and Acceptance of Possession. City shall deliverpossession of the
Leased Premises to Lessee and the Lease Term shall commence at 12:01 am, July 1, 2000 (the
“Cionmencement Date™), and Lessee shall accept possession of the Leased Premises upon such

delivery.
Section 4.3. Leqse Term,

g () Initial Term. This Agreement shall have an initial Leass Term beginning on
. the Commencement Date and ending at the end of the day mmmediately
preceding the tenth (10th) anniversary of the Cormmencement Date (the

“Initial Term™}.

(v} Renewal Terms. Lessee shall also have the option to extend the Lease Term

for two (2) additional terms of five (5) years each (each a “Renewal Texm”).

The Lessee may exercise its option to extend the Agreement for the first

Renewat Term by giving wiitten notice thereof to the City at least one (1)

calendar year prior to the expiration of the Initial Term or within ninety (90)

days of receipt of written notice from the City advising Lessee that the initial

) Lease Term will expire, whichever is later, and its option fo extend the

Agreement for the second Renewal Term by giving written notice thereof to

the City at least one (1) calendar year prior to the expiration of the first

Renewal Term of this Agreement or within ninety (90) days of receipt of

written notice from the City advising Iessee that the first Renewal Lease
Term will expire, whichever is later.

Anything in this Agreement to the contrasy notwithstanding, this Agreement will
serminate as of the closing of Lessee’s prrchase of the Lease Preinises pursuant to the purchase
option granted in Section 3.2, above.

Section 44, Surrender of Possession Upon Expiration or Termination. Upon the
expiration ot texmination of this Agreement without Lessee’s having exercised its exclusive option
to purchase the Leased Premises, a8 provided in Secifon 3.2, above, Lessee shall promptly surrender
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posseasion of the Leased Premises to the City in as good condition and state of repair as on the
Commencement Date excepiing, however, reasonable use, ordinary wear and fear, taking by
condempation, sminent domain or ofher process, and destruction or damage by fire or other
navoidable casualty, fafling which the City may restore the Leased Premises to sueh condition and”
state of repait and the Lessse shall pay the cost of such restoration. In the event, however, that the
City shall permit the Lessee to hold over after expiration of the Lease Term, such holding over shall
constifute a tenancy from year to year only and shall not be considered as a renewal or extension of
this Agreemerit; and, during such year-fo-year tenancy, the Lessee shall pay the monthly ate of
rental in effect immediately prior to the expiration of such fern on the same payment schedule as
provided for herein; and for the period of such tenancy, the Lessee shall be bound by all of the
provisions of this Agreement insofar as, and to the extent that, the same may be pertinent.

Section4.5. Operation of Leused Premises by Lessee. The parties bereto acknowledge
that the gperation of the Leased Premises by Lessee in accordance with the Ethical and Religious
Directives is a matter of consclence fo the Lessee. 1t is the intent of the parties that neither this
Agresment nor any part hereof shall'be constried to require the Lessee to violate the Bthical and
Religious Directives in it operations and all parts of this Agreement must be interpreted ina manner
that is consistent with the Ethical and Religious Directives; provided, however, that nothing in this
section iy intended to modify the requirement that the Lesses make payments specified in Artiele V
heteof.

£

Article V
Rent and Additional Consideration

Scction 5.1. Renis Payable. Lessec shall pay as rent each and every of the following
enumerated items, with the time that paysent of each such jtem of rent is due being as follows:

(a) PrepaidBasic Rent Onot before the Commencement Date, Iessee shall paytothe
City the sum Five Million Two Hundred Fifty Thousand Dollars (85,250,000) as
prepaid ent to cover all rental payments due during the Initial Term of this
Agreement, From such payment, the City shall cause to be satisfied any and all
indebtedness, other than Current Obligations, as to the Leased Prentises, including
without limitation the Hospital Notes and Hospital Bonds, such that any and atl
liabilitics of the City with respect fo the Hospital and of Hospital existing as of the
Commencement Date ate paid and satisfied, excepting only the Hospital
Equipment Leases and Current Obligations.

(b) Rent With Respeot to Renewal Terms.

@ Durlng the fixst five (5) year Renewal Term, rental payments shall be One
Hundred Thousand Dollars (5100,000.00) per year paysable to the City on oF
before July 1 of sach year during the Renewal Term. During the second five
(5) year first Renewal Tenm, rental payments shall be Fifty Thousand Dollars
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. ($50,000.00) per year payable to the City on or before July 1 of each year
during the second Renewal Term. '

(i) Allrental payments paid by Lessee to City during any Renewal Term shall
be held in an mutally agreeable escrow account until the expiration or
termination of this Agreement. If at the time of such expiration or
termination Lessee has completed construction of the Replasmnentﬁuspital,
4l sueh reutal payments, together with all intersst earned thereon, shall be
paid to Lessee upen the apening of the Replacement Hospital; otherwise, all
such funds shall be paid to the City.

Wi ect to Hospital Equipment Leases, To the lessot of each Hospitat
Fquipment Lease, an amount which js sufficient to pay each reatal payment on.the
Hospital Bquipment Leases on each, rental payment due date; provided, however,
ty the extent that the period for which such rental is payable on auy Hospital
Equipment Lease beging before or ends afier the tenm of this Agreemenit, then such
paymenits by Lessee shall be prorated based upon fhie actnal pumber of lease days
elapsed in the rental computation period divided by the total number of day's in the
applicable rental computation period. In the event Lesses exercises the exclusive
purchase option set out in Section 3.2, above, and any Hospital Equipment Leases
remain in effect as of the closing of said purchase, Lesses agraes to assume such
Hospital Bquipment Leases as may be in effect at the time of said closing.

Section 5.2, Additional Consideration; As additional consideration, Lessee shall:

(2) Prior fo January 1, 2004, develop and produce 2 feasibility study to determine the

need forand economic viability ofa Replacement Hospital. Lessee agrees toxetain
¢he services of an independent consultant, with national or regional expertise in
conducting such feasibility siudiss in the field of health cars, 10 assist in the
development and production of said feasibility study. Such gonsuftant ghall be
salected by the Governing Body of the City from a list of qualified consultants
provided by Lessee. If, in Lesses’s sole judgment, the feagibility study indicates
that a Replacement Hospital is seeded and would be an economically vigble
project, Lessee shell, subject fo the approval of s sole member, use all reasonable
efforts to design, seek necessary approvals for, construct, and egquip ihe
Replacement Hospital. The City shall cooperafe as requested and shall actively
aupport Lessee's efforts to secure the necessary approvals for the Replacement
Elospital, inclading, without Jimitation, approval of an application for a Certificate
of Need from the Tennessee Health Paciliies Commission and reagsonably
requested changes in zoming, vatances in zoning, and any other land use
restrictions, The foregoing notwithstanding, nothing herein shall be constiued to
vequire the Lessee to puisue construction of the Replacernent Hospital in the event
(i) a Cerificate of Need cannot be reasonably attained or (i) at any time prior to
completion of the Replacement Hospital, there is a material, adverse change in
government or third-pazty payor reimbursement such that, in Lessee’s sole
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judgment, the Replacement Hospital cannot be operated in an econornically viable
manner.

During the first thirty-six (36) months of the Initial Term, make Four Miilioh
Dollars ($4,000,000) in capital expenditures as Lessee's Board of Directors deemis
appropriate and necessary for general facility improvements at the Hospital, which
shall inchade, but not be limited to, expenditures for additional or upgraded
equipment acquisitions through lease or purchase, installation of infonmation
systera improvements at the Hospital, and to maintain the Hospital's existing
accreditations, licenses and permits and respond to technological advances to
eshance the quality of care the Hospital provides, Expenditures made by Lessee
to satisfy the requirements of this Subsection 5.2(b) shall be reflected in annual
repotts submitted by Lessee to City, I for any reason, Lessee does not expend a
total of Four Miltion Dollacs ($4,000,000) in accordance with this Subsection
5.2(b), Lesses shall place in a mutually agrecable escrow account an amout equal
tothe difference between Four Million Dollars ($4,000,000) and what amount wes
expended for such improvements to be used for future capital expenditures at the
Hospital by Lesses or any future owner or operaior of the Hospital. Provided.
however, Lessee shall receive credit towards its obligation as provided in this
Section 5.2(b) for any amounts credited by Lessce, in its sole discretion, in
caleulating Net Working Capital, fot fixed assets purchased by Hospital within
sixty (60) days of the Commencement Date. Provided farther. however, Lessee
shall also receive eredit towards its obligation as provided in this Section 5.2(b) In
the amount of $631,460.00 in connection with the Hospital’s acquisition of the
General Electric CT Scanner by contract dated Jarmary 13, 2000, which contract
is hereby assumed by Lessee, Notwithstanding anything in this Section 5.2(b) to
fhe contrary, in the event Lessee or St Mary™s, within the first thirty-six (36)
smonihs of the Initial Term, notifies the City in writing of its commitment to build
a Replacement Hospital, Lessoe is relieved and shall not be required to make any
farther capital expenditure under this Section 5.2(b).

During the Initlal Term of thig Agreement, upon demonstrable need and as
permitted by faw, conumit resources to expanding clinical services at the Hospital
and to a recruitment and incentive plan to be used to attract physicians, es
identified in the Hogpital's medical staff development plan, to the Hospital to serve
{he health needs of the community and assist in the identification of opportemities
for additional or enhanced clinioal services at the Hospital.

During the. Lesse Term, pay all costs and expenses of the operation and
maintenance of the Leased Premises when and as the same shall be due and

paysable.
During the Lease Term, pay, as part of the cost of operating and maintaining the

Leased Premises, alf taxes and assessments, if any, that may be levied against the
same; provided, however, that the City shall, with all dispatch, cooperate with
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1.essse in any manter reasonably requested by Lessee to assist Lessee in its efforts
fo take steps that may reasoniebly berequired at any time and from thne to timne for
the purpose of establishing and continuing to maintein, if practicable, the

exemption of the Leased Premises in their entirety from any and all assessment and
taxation.

() During the Initial Lease Term, Lesses shall operate a Health Cate Facility as 2 part
of the Hospital.

Inthe event the Yessee fails o make any of the payments required in this Section 5.2, the
itern of instalbment so fn default shall continue £ &%t obligation of the Lesses until the amount in
dofanlt shall have been fully paid and such payment obligation shall survive the expiration of the
Tease Term or the termination of this Agreement by City for a default by Lessee.

. Section3.3. Obligations of Lessee Hereunder Unconditional. Unless otherwise provided
in this Agreement, the obligations of the Lesses to malce the payments required in this Arficle Vand
fo perform and abserve the other agrecments omits part contained in this Article V' shall not be
subject to diminution by set-0ff, counterclaim, abatement or otherwise and the Lessee (i) will not
guspend or discontinue or permit the suspension or disconfinuance of any such payments, (i) will
perform and observe all its other agreetnents contained in this Agreement, and (iii) will not terminate
the Lease Term for any cause except those specifically permitted herein, Without limiting the
generality of the foregoing, auy acts or circumstances that may constitute failure of or damage to the
Leased Premises, commercial frustration of purpose, &ny change in the tay or other Jaws or
administative rulings of or administrative actions by the United States of America or the State of
Tennessee, or any faibure of the City to perform and observe any agresment, whether express or
implied, duty, Liability or obligation arising out of or connected with this Agreement, provided such
failure does not unreasonably interfere with Lesseels use and possession of the Leased Premisges in
the manner hereby contemplated; will not be cause for termination hereof by Lessee. To the extent
permitted by law, the Lessee méy at its own cost and expense and in ifs own nama or that of the City
prosecute or defend any action or procesding or take any ofhier action involving third persons that
the Lesses deems reasonably necessary to secuze or protect its right of possession, oeoupancy, and
wee of the Lease Premises herevmder; and; in such event, the City hereby agrees fo cooperate fully
with the Lessee and o take all action necessary to effect the substitution of the Lessee for or the
jotnder of the Lessee with the Clty in any such action or proceeding if the Lessee shall so request.

Axticle VI
Warranties and Covenants

Sect;bn 6.1. Warrantics and Covenanis of Clty. The City warranis, covenants and agrees

(a) I the Lessee shall keep and perform the covenants in this Agreement ot its part to
be kept and performed, the Lessee shall peaceably and quietly bold, occupy and
enjoy the Leased Premises during the term of this Agreement or any extension or
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(6)

©

(d)

(e)

- ()

renewal thereof, without any hindrance or meolestation by the City or any person
or persons lawfully claiming under it

Except as herein otherwise expressly provided, as of the Commencement Date, full
administrative and operational control of the Leased Premises, including, without
fimitation, the Fospital, is be vested in the Lessee and not subject to the oversight,
control, or review of the City or any other entity related to the City or described in
the City Charter.

Except as berein otherwise expressly provided, the City shall not be required to
construct or install any facilities, improvements or equipwent in or on the Leased
Premises.

Except as herein otherwise expressly provided, the Lessee shall have the right from
time to time atits sole cost and expense to make repairs, restorations, replacernents,
additions, altarations and changes, whethet structural or nonstructural, in or to the

Leased Premises.

Tt is not aware of any noncompliance with any enviro nmental faws concerning the
Leased Premises, including, without lmitation, the presence or dbsence of
asbestos, petroleum products, hazardons wastes, illegal substances, toxic
substemces, and all other pollutants and contaminants, and agrees to be responsible
for, save, indenanify, and hold Lessze harmless from any and all investigations,
Jitigation, elaims, disputes, damages, castofclean-up, and/or cortective actions and
Jiabilities, including, but not limited to, attorneys' fees and court costs, of any
nature whatsoever required or arising out of the City's or Hospital’s noncompliance
with any envitonmental Jaws involving the L eased Premises that existed before or
at the Commencement Date; provided, however, the City shall not be responsible
for tlie cost of asbestos clean-up, removal or abaternent resulting from renovation
of the Leased Premises after the date hereof.

It shall be responsible for any noncompliance oeenrring before and existing at the
Commencement Date with regard fo Medicaze, Medicaid, and/or TennCare laws,
rules, regulations, and/or policies or those applicable to programs of any other
third-party payors goveming reimbursement for services rendered to participants
in such programs that could result in the Hospital's being subjected to fines or
penalties or being forced to refmbutse any such payors for monies paid to the
Hospital forservices. City agrees that, if the Hospital is found to have violated any
ofsaid lavws, rules, regulations and/or policies, it shall indemnify Lessee as set forth
under Section 10.2 for reimbursement relating to, concerning, or arising from such
violations, inchiding, but not being Himited to, fines, interest, and penalties sought
to be imposed by such payors for the Hospital’s violations that oceurred before or
existed at the Commencement Date. In the event any such payor offsets against
payments due Lessea such amounts owed by the City or Hospital to such payor, the
City agrees to reimburse Lessee for such offsets. The foregoing notwithstanding,
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the parties agree and stipulate that the Net Working Capiial transferred to the
Iessee at the Commencement Date, as provided in Section 3.4, above, includes an
amount for reserves payable to and receivable from third-party payors for cost
report settlements ("Reserves"); and, with regard to the seitlement of such thixd-

party payor cost reports, the parties agree as follows:

@ ifsuch seitlements collectively result in total receipts by Lessce from such
payors in excess of $100,000 over the Reserves ("Excess Recelpts"), Lessee

will pay the Excess Receipts to the City; ox,

{fi} If such setlements collectively resulf in 1t;tal payments by Lessee to guch
payors in excess of $100,000 over the Reserves ("Excess Payments"), the
City shall reimburse Lessee in the amousnt of such Excess Payments.

Lestes will provide documentation to the City supporting the payment of Excess
Recelpts or the deduction of Excess Paymends at the time any such payment 0r
deduction is made ox taken, The City may contest such payment or deduction or
the sxnount thereof by giving Lessee notice thereof with ten (10) business days of
the receipt of such documentation. Upon receipt of such notice, representatives of
the City and Lessee will meet within five (5) business days and use their reasonable
best efforts to resolve the matter. | '

It shall apply the Prepaid Basic Rent as set.out in Section 3.1(a) to the satisfaction
of any and all labilities, other then Current Obligations and Hospital Equipment
Leases, relating to, arising from or connected with the Leased Premises, including,
without limitation, the Hospital Notes and Fospital Bonds, ineurred before or
exigting et the Commencement Date. Upon wyitien request by Lessee, the City
shall provide Lessee with writien verification of the payment of such liabilities.

1t shall, for itself and Lessee, resist and defend any administrative or judicial
challenge to the legality of this Agreement of the legal authority of City to enter
into the same. City further agrees and wartants that, if any such challenge shonld
be successful and this Agreement is declared to be invalid, it will epay to Lessee
any and all payments of Prepaid Basic Rent, rent paid during any Renewal Term,
and additional consideration paid by Lessee in accordance with Section 5.2, above.

[n the event Lessee builds a Replacement Hospital pursuant to the terms of this
Agreement, the City agrees that it will contribute up to Seven Huadred Fifty
Thousand Pollars (3750,000) towards the project for land acquisttion and site
preparation and the extension and construction of utilities, access, and roads.

During the Lease Term and for a period of tet (10) years following the completion
of the Replacerment Hospital, the Cily shall not, directly or indirectly, develop,
finance, construct, operate, or provide support (0 aity Health Care Facility, nursing
home, medical office building, or home health agency inthe City or County which
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provides sefvices in competition with the, Hospital, nor shall the City permit any
of its subordinate organizations or entities to do so.

Section 6.2, Warrarities and Covenants of Lessee. The Lessee warrants, covenants and

agrees that:
(2)

(b

©

(d)

1t shall use and vocupy the Leased Premises and, during the Tnitial Term of this
Agreement, shall faithfully administer, operate and maintain a Health Care Facility
thereon, which, to the extent facilities and capabilities permit, shall be open at all
fimes and without discrimination as to race, creed, color, 8¢x, national origin, ox
disability to residents of the City and County and members of the general public,
i each case as determined in accordance with appropriate and reasonable

admission policies of its sole mexiber.

1t shall administer, operate and maintain the Leased Premises in accordance with
the terms of this Agreement; and, in the discharge of its obligations hereander,
shall conform to and abide by.all present and future applicable laws, ordinances,
rules, regulations, xequirements, and orders of all governmental authorities or
agencies having jurisdiction over the Leéased Premises or the operations of the
Lessee; provided, however, that nothing herein eontained shall require the Lessee
to comply with, observe, and conform to any such law, ordinanee, rule, regulation,
requirement or oxder so long asthe validity thereofor the applicability thereof shall

‘be contested in good faith; and, provided further, however, that the terms and

conditions of this Agteement shall niot be altered by any ordinance, resolution or
other proceedings of the Governing Body without the priox written copsent of the
I.essee. Except as herein otherwise expressly provided, all costs of administration,
operation and maintenance of the Ieased Premises shall be the exclusive obligation
of the Lessee and shall be discharged by the Lessee at its sole expense.

Tt shall uge and oocupy the Leased Premises in a carefud, safe, and proper manner
and for lawful purposes only and shall commit no waste and shall suffer no waste
to be comupnitted thereon.

Tt shall, at its expense and at all times, keep the Leased Premises insured against
foss or damage by fire or ather casualty by a policy or policies of full extended
¢overage insurance in a company or companies of good standing and qualified to
write such ingurance in the State of Tennessee or & suitable program. of self-
insurance. Such insurance or self-insurance program shall be for an amounf not
less than the full insurable vahie of the Leased Premises, including completed
impravemsntsaudadditionsthmwtourmyseparabieporﬂcnthercof as determined
by and upaen certification by the architect. Each such policy shall provide that the
loss, if any, shall be payable fo the City or a payee designated by the City, If, at
any time during the Lease Term, the Leased Premises are destroyed or damaged
and such destruetion or damage was covered by or atiributable to 2 casualty
covered by such Insurance or seli-insurance program, a3 required by this Section
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6.2(f), City shall useits reasonable best efforts, exercised promptly and diligently,
to repair such damage and reconstruct and restore the Leased Premises as soon 23
reasonably possible and as near to thetr former condition as practicable at City's
expense, nsing the proceeds of such igsurance of self-insurance program
exclusively for such purposes, and this Agreement shall continue in filll force and
offect. City shall not be required to expend any sums in excess of the proceeds of
such insutance o self-insurance program for the repalr, reconstruction, of
restoration of the Leased Premises. Ifitis reasonably practicable to do so, Lessee
shall sontinue the operation of the Hospital on the Leased Premises during the
period the damage, destruetion, repair, reconstruction, orrestoration continues, and
the vent payable nnder Section 5.1(b) shall be abated in such proportion as the area,
damaged or destroyed bears to the total area of the facilities and {mprovements
subject to this Agreement; provided, however, if, during such period, it is not
reasonably practicable fo operate the Hospital on the Leased Premises, the Lessee
may cease operations of the Hospital, snd the rent payable ander Sections 5.1(b)
and 5.2(b) shall be fiilly abated until the xepairs are made and the xeconstruction
and testoration completed and, at Lessee’s sole aption, the Lease Term shall be

extended for 2 like period.

Tt shall furfher, at its expense and at all fimes, maintain gehcml linbility insurance
or one or more suitable self-insurance programs to cOver such risks and in such
amounts &s, in its judgment, are adequate o protedt it and its properties and
operations.

1t shall further, at its expense and at all times, procure and maintain a policy or

policies of professional ligbility insurance in a compay or companies of good
standing qualified to write such insurance in the State of Tennessee ot a suitable

. program of self-insnrance in an amount not less than that maintained by its sole

member for hospital facilities operated by it or its affiliates.

Each policy or program of self-insurance provided for in subsections (d), (e) and
() of this Section 6.2 shall, during the Lease Term, name or carry an endorsement |
including City as an additional insured and shall be cancelable only upon at least
ten (10) deys' written notice to the City. A duplicate original of each guch policy
or a certificate or cerificates in evidence thereof shall be delivered to and held by
the Cify.

It shall, at its own cost and expense, keep the Leaged Premises in good repair and
order, reasonable wear and fear excepted, and in as reasonably safe condition as its
operations will permit and rnake all necessary repairs thereto, interior and exterior,
structural and ponstructural, ordinary as well ag extraordinary, and foreseen aswell
as unforeseen, and all necessary replacenents. ot remewals, subject Iz all respects
to the receipt by the Lessee of all necessary governmental permits and approvals
‘thersfor; provided, however, that except otherwise required by Sections 4.4,
5.2(e), and 6.2(a) of this Agreement, nothing herein contained shall be consiraed
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to prevent the Lessee from discontinuing the use and operation of any non-essential
pat of the Leased Premises, including disposal of Leased Equipment, if in its sole
judgment it is no Jonger cost affective to use and operate such part.

It shall not sublease the Leased Premises or any part thereof or assign this
Agreement without having obtained in each case the priorconsent ofthe Governing
Baody of the City fo be evidenced by its duly adopted and effective resolution, and
the Lessee frther shall not permit a transfer, by operation of Jaw or any process or
court proceedings, of the Lessee's interest in the Leased Premises acquired

herennder, except that, subject o the provisions of Seetion 12.2, the prior consent

of such. Governing Body shall not be requited with respect to (i) an. assignment to
any other non-profit corporation, the sole member of which is Lesses's sole
member (or its successor), or which is affiliated with or controlled, directly or
indirectly, by Lessee's sole merbes (or its successor), (i) sublease for patient or
employse convenience activities such ss, but not limited to, gift shops, snack
shops, barber o beanty shops, doctors' or dentists' accommodations, flower shops,

counseling services, laundry services, pharmacy, and living accommodations for

petsons providing services within the Leased Premises, or for services related 1o

the operation of the Leased Premises a3 & Health Care Facility such as, but not
{imited to, physician's offices, pathology, X-1ay, physical medicine, anesthesiology,
electro-cardiology and emergency 100m operations, or (3i1) any leases, subleases,
assignments, or uses extant 00 the Commencement Date; provided, howevet, no
such transfer, assignment or sublease shall conlict with the covenants of e
Lessce under this Agreement or relieve the Lessee of its obligations hereunder for
payment of rent or from any other of the conditions, obligations, agreements and
covenants of this Agreement or with respect o anty portion ofthe Leased Premises
50 transferred, assigned or subleaged; and, provided finthey, however. that in each
case the transferes, assignee OF gublessee shall have sufficient financial
vesponsibility and technical competence 10 conduct in sn adequate manmet the
functions contemplated by the sublease; and provided forther, however, that Lesses
shall require any sublessee desc ibed in (it) above to obtain and maintain insurance
reasonably edequateto insure against risks arising from such sublessee's operations
on the Leased Premises.

Recognizing the need to safeguard the City's inferest in the Leased Premises and
in the operation of the Health Care Facility thereon, the Lessee shall immediately
notify the City ofany and all legal process or other material notification concerning
any judicial proceedings, including bankruptcy, or any procesding of a quasi-
judicial nature before any administrative board, commission, or other body which,
in the reasonable exercise of the Lessee's best judgment, would jeopardize such
interest of the City. Lessec shallalso notify the City of nofification of any material
noncompliance with regard to Wiedicare, Medicaid and/or TeonCare laws, to the
extent such alleged noncompliancs could canse the total cessation of Lessee’s
operation of the Leased Premises. Lessee shall be responsible for any and ail
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Liability connected with acts or everts of noncompliance with regard to Medicare,
Medicaid and/or TennCere laws that eoeyt on ox after the Commencement Date.

It shall pay all charges for wility services furnished to the Leased Premises.

Tt shall aliow the Authorized City Representative or such person's designes free
access to the Leased Premises at all reasonable times for the puspose of exarmining

the sams.

Tt shall at all times conduct the operation of the Hospital (other than facilities not
subject to accreditation) in a manner acceptable to the Joint Commission on
Acereditation of Health Care Organizations or its successor, provided, however,
that it need not comply with this subsection (o) if and to the extent that the Legsee's

" governing body shall have determined in good faith, evidenced by a resolution of

the governing body, that such compliance is not in its best interests and that lack
of such compliance would not matexially impair the Lessee's ability to conaply with
the ofher requirements applicable to Lessee hereunder.

During the Lease Term, the Lessee's orgsnizational documents shall provide that
its Board of Directors will consist of nine (9) members, including the Hospital's
Chief of Staff and Administrator and two persons designated by Lessee’s sole
member, with the remaining members o be representative of the community and
appointed by the Lessee's sole member. Lessee's organizational documents shall
provide that its Board of Directors will meet regulerly and have the authority to
grant medical staff privilegesto physicians, assist indeveloping policies governing
the operation of the Hospital, and make recommendations to Lessee's sole member
reparding services to be offered at the Hospital, strategic and facility planning
budgets, equipment and capital needs of the Hospital, and the selection and
retention of the Hospital's Administrator.

Subject to applicable law, the Lessee accepts assignment of only those existing
contracts of the Hospital with medical service providers and equipment suppliers
as are set out on Exhibit F, hereto, and Lessee agrees to rigintain the confracts set
aut on Exhibit F for their current fepms absent default or breach thereof by the
parties providing services and supplies. Any and all sucl contracts that are not set
out on it | shall be and remain the responsibility of the City.

Upon the Commencement Date, the Lessee agrees to offer entployment to the

Hospital's fhen-current employees at wages and benefits comparable to those

presently enjoyed by such employees. Both pasties agree that long-term staffing
decisions will be determined by Lessee. The Lessee agrees to honor prior sexvice
credit under the Hospital's current welfare henefit plans for the purpose of
satisfying pre-existing conditions thereunder and for the purpose of determining
eligibility and vesting in Lessee's retireroent benefit plans.
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(3 Duing the Lease Term, the Lessee agrees fo provide care to indigent patients in
aceordance with the policies and practices of its sole member, which indigent care
shall, during the Initial Term, be at least at the same level of fimding as provided
by the Hospital for the fiscal year last preceding the Commencement Date,

{(r} Recognizing that anofher location may ultimately be more advantageous and
conditions not now known or foreseen may ultimately indicats another Jocation is
more appropriate, Lessee shall construct the Replacement Hospital, if one is built
within the Lease Texm, within the corporate limits of the City or an anhexable area
of the City. If, in the opinion of Lessee’s Governing Body, construction of the
Replacement Hospital within the corporate limits of the City is prohibitive or not
foasible, Lessee may request telief from this requirement from the City’s
Governing Body. 1f, within sixty (60) days of written notice of such request given
pursuant to Asticle XT of this Agreement, the Goveming Body-of the City has not
by resolution denied such request, then. it shall be conclusively presumed that this
Section 6.2(x) shall have no application; provided, however, in no event shall the-
Replacement Hospital, if one is built within the Lease Term, be built outside the

Houndaries of the County.

Section 6.3 Warranties and Covenants of St. Mary %s.. 8t Mary's warrants, covenants and

agrees that: ‘

(a) It guarantess the fu}] and prompt performance by Lessee of all of its abligations
. under this Agreement. .

(b) Ttwill monitor Lessee’s compliance with Section 5.2(a), above, aud, subject to the
approvals of its Governing Bodies and the terms and conditions set out in Section
5.2(2), ahove, consent fo the construction of the Replacement Hospital.

(6} It will monitor Lessee’s compliance with the Section 6.2, above, and require
corrective action 4s necessaty and appropriate.

Axticle VIL
Condemnation

In the event of a taking of all or any portion of the Leased Premises by condemnation,
eminent domain or other process of any governmental authority other then the City, the Lessea shall
waive any rights which it may have fo any portion of the proceeds of the award for such taking,
except to the extent hereinafier provided, Such proceeds shall be deposited in such lawful mannet
ag the City shall direct and the same, af the direction of the City, shall be expended, to the exfent
possible, for the replacement of any portion of the Leased Premises so taken. The City, upon being
notified of any action or proceeding to fake all or any portion of the Leased Premises, ghall
immediately notify the Lessee of the pendeney of such action or proceeding, If, after such taking |
of any portion of the Leased Premises, the remaining portion is determined by the Lessee fo be
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tweufficient for Aurther operation as a Health Care Pavility, this Agreement shall terminate without

penalty to either party hereto as of the effective date of such taking, and City shall use sid proceeds
to teimburse Lessee for any and all improvements made to the Leased Premises that bave not been
credited to Lesses as rental payments under Section 5.1 (a) and (b) and for alt funds expended

pursuant to Sections 5.2 (&), (b), (6), (d), and (&).

Tf & partial taking of the Leased Premises by condemnation, eminent domain or ofber
process shall oceur and if the Agreement does not terminate and is not otherwise terminated as
provided herein, the lessee shall be atlowed a proportionate reduction in the rental herein provided
to be paid to the City corresponding to the time during which and the extent to which the Lessee
shall be deprived of the use and occupancy of the Leaged Premises or any portion thereof. -

A sale or iransfer of all or any portion of the 1.essed Premises by City to any authority
having the power of eminent domain, cither under threat of condennation or while condemnation
proceedings are pending, shall be deemed a taking under the power of eminent domain for all

purposes of this Axticle VIL.

The City hereby warrants and covenanis thyat it will take no action to condermn or take by
way of eminent domain the Lessee’s leasehold interest in the Leased Premises granted pursuant {0

this Agreement.

Article VIIL
Defaults and Remedies

Section 8.1 Events of Defunlt by Lessee. Thefollowing shall be "events of default” by
Lessee under this Agreement and the term "event of default” shall mean, whenever.used in this

Agreement with respect to {.2sses, any one or more of the following events:

{a) The Lessee shall default in the payment of any rentals herennder and such default
shall have continued for 2 period of ten (10) days after the same shall become
payable or the Lessee shall make defanltin the payment of any other monies which
may become payable hereunder and such defanlt ghall have continued for a period

of thirty (30) days;

(t) The Lessee shall have sdmitted i writing it is insolvent or shall have filed a
petition asserting itis abankiupt or shall have made an assignment for the benefit
of its creditors;

(¢} Possession of all or substansjally all of the Lessee's assets shall be taken i:y a.
receiver or trustee;

(d) The Lesses shall sublease the Leased Premises or any past thereof, except as
ofherwise hevein permitted, or the inferest of the Lesseeunder this Agrecment shall
be sold, assigned, or treamsferred under legal process or otherwise o any other
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persan,, firm or corporation without the prior written consent of the Governing
Body as hereln provided;

The Lesses shall have matertally fajled to perform or observe any other covenant
required to be performed or observed by the Lessee under the terms of this,
Agpreement, including but not limited to the covenant to operate a Health Care
Facility on the Lease Land during the [nitial Term, and the Lesset shall, within
thirty (30) days after wiilten notice thersof approved by resolution of the

. Governing Body and given pursuznt to Article X1, below, fail to commence

appropriate action in good faith to cure such failure and thereafter to prosecuts the
sarne to completion with due diligence; or,

The Lessee shall have vacated the )eased Premises.

Section 8.2. Remadies Upo}z Eve'nt.of Dgfazr! t by Lessea,

(2)

®)

Monetary Default. Whenever any Event of Default referred to in Section 8.1(a)
shall have happened and shall not have been cured within fifteen (15) days after
witten demand is given by the City to the Lessee, in addition to any otherrequired
notice, any one or moye of the followihg remedial steps may be taken by the City:

!

{1) City may take whatever action in law or equity may appear necessary
or desirable to collsct the rent then due and thereafter to becomé due or
to enforce performance and observance of any obligation, agrecment,
or covenant of the Lesses under this Agreement.

(2) City may re-enter and take possession of the Leased Premises withoud
terminating this Agreement and sublease the Leased Premises for the
account of the Lessee, holding the Legsee Hable for the amount by
which the rent and other amounts payable by such sublessee in such
subleasing are less than the rents and other amounts payable fo the
Lessee hereunder,

(3) Citymay terminate the Agreement, exchnde the Lessee from possession
of the Leased Premises, and use ite best efforis 1o lease the Leased
Premises to another, but holding the Lessee lizble for all rent and other
payments due up 1o the effective date of such leasing,

Nonmonefary Defanlt. Whenever any Event of Defauit referred to in Section 8.1
(b) through (&) shall have occurred and shall continue for sixty (60) days following
written notice thereof from the City to the Lessee, given in accordance with Arficle
X1, the City may, at its sole option, do or canse fo e done such act or thing
constituting sueh Bvent of Default on behalf of the Lesses and, upon written
notification to the Lesses of the cost thereof, the Lessee shall pay promptly fo the
City the amount of such-cost.
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(¢} Default Upon V. tine Premises or Failing to Operat a Health Care Facili

i sial Term. Whenever, during the Initial Term of this Agreement, an
Bvent of Default refarred to in Section 8.1 (f) or vpox Lessee’s failure to operate
a Health Care Faoility following the procedures set ot in Section 8.1(e) shall have
ocourred and shall have continued for fifteen (15) days following wiitten notice
thereof from the City to the Lesses, giveninaccordance with Article X1, the Lesses
shall pay io the City, as Hquidated damages and in lieu of all of damages of any
kind whatsoever, the sum of Two Miltion Dollars ($2,000,000).

Section 8.3. Events of and Remedies Upon Default by City. It shall be an Event of
Default by the City if it shall neglect or fail to perform or ohserve any warranties, covenanls,
representations, provisions, or conditions made by or requited to be performed by City under the
terms of this Agreement, including, without Himitation, the City’s failure to indemnify the Lessce
as provided hierein, and City shall within thirty (30) days, aftex written notice thereof by Lessee, fail
to commence appropiiate sction in good £aith to cure such failure and thereafler prosecuie the same
to completion with due diligence. The City shall be responsible to Lessee for any and all damages
sustained by Lessee as a result of an Event of Defisult by the City, and Lessee shall have the xight,
in addition to all other remedies provided in this Agreement or by law, to injunctivexelief; provided,
further, Lessee shall have the rightto cure any such Event of Default atthe City's expense, including
in such expense all costs and legal foes fncurred to cure such Bvent of Default, and City shall pay
promptly to the Lessee the amount of such expenditure by Lessee to cure such Event of Default by

the City.
Section 8.4. Provisions dpplicable to Both Parties.

(2) Remedies Camulative. No remedy conferred upon ot reserved to either party by

‘ this Agreement is intended to be esiclnsive of any ofher available remedy or
remedies, but each and every such remedy shall be cumulative and shall be it
addition fo every other remedy given under this Agreement or now ot hereafter
existing at law or in equity or by statute, No detay or omission to exercise any

.right or power accruing upon any default shall impair any such right or power ot

shall be construed to be a waiver thereof, but any such right and power may be
exercised from time to Hime and es often as may be deemed expedient. Each party

shall give the other party notice in accordance with Article X1, and a reasonéble
opportunity to cure prior (o exercising any remedy reserved to such party in this

Agreement,

(b} Attormey's Fees and Litigation Bxpenses, In the event a party should default under
any of the provisions of this Agreement and the other party should employ
attorneys o incur other expenses for the enforcement or performance ox observance
of any obligation or agresment on the part of efther party contained in this
Agreement, the defaulting party agrees that it will on demand therefor reimburse
the other for the reasonable fees of such atiorneys and such other expensges so
incurred.
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(¢) Waiver and Breach. In the evem any agreement contained in this Agreement
should be breached by either party and thereafter waived by the other party, such
waiver shall be limited to the particular breach so waived and shall not be deemed

to waive any other breach hereunder,

Article IX R
Fermioation

Section9.1. Termination by Lessee.  Providsdno event of default by Lesses hereundex
has oecurred and is continuing, the T.essee may, by notice to the City of its decision to do 8o,
terrainate this Agreement, subject to the conditions set forth below, for any of the following reasons:

(@) In the event legislation is enzcted or by arder of a duly constituted court of
overnmental agency, procedures may be required fo be performed on the Leased
Premises, which are confrary o the philosophy of the Sisters of Mexcy, morally or
otherwise, fhe Lesses, upon three (3) yedrs' prior writtennotice, may terminate this
Agreement, and, during the period betweett the giving of such notice and the
. termination of the Agreement, the Lessea shall not be obligated to perform such
- ~ procedures and the Taiture-on the part of the Lessee 10 perform snch procedures
shall not constituta a breach of this Agreement; provided, however, that City may
terminate this Agreement upon ninety (90) days’ written notice to Lessee of ite
intent to do so if City would be in viclation, in any material respect, of any statute
o law as a result of Lessee's failure to perform stich procedures; provi 5
however, said pinety (90) day period shall be extended if, either before the giving
of such notice by City or within sinety (90) days fhereafler, Tessee has, In good
faith, cornmenced an gction in a court of competent jurisdiction to challenge the
validity or applicebility of such law, statuts or order to Lessee's operation of the
Hospital, and such extension shall continue until Lessee's action has been finally
adjudicated and no appeal has been taken or the time for taking an appeal has
expired; proyided, fincther, however, Lesses shall indemmify and hold City harmless
from and against any and all labilities inowved or suffered by City arsing from
City's insbility to terminate this Agreement duting the period Lessee is s0
challenging such. law, statuts, or order, During such three-yeat pexiod, the City and
the Lessee shall jointly and diligently undertake and use thelrrespective best efforts
10 find & suceessor or mdke other arangements to take over the operation of the
I.eased Premises so as fo permit the Lessee © terminate this- Agreement at the
earliest possible date within such three-year period.

(o) TheLesseemay,at 1< option, terminate this Agreement if the Leased Premiges are
destroyed or matexially damaged and not repaired, reconsiructed or replaced or if
tifle to ar the use of the Leased Premises or any material part thereof is iaken under
exercise of the pawer of condemnatios, eminent domain or other process and not
replaced or restored.
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(¢} The Lessee may, at its option, terminate this Agreement upon its purchase of the
Leased Premisss pursnant fo the exclusive option sef out in Section 3.2, above,
Such termination shall be effective as of the cloging of Lessee’s purchase of the
Teased Premises.
Sectlon 0.2, Terminasion by City. The City may only terminate this Agreement upon the
cccurrence and continuation of an event of default under Section 8.1, above.

Section 9.3, Reversion of Leased Premises to City. Upon termination of this Agreement,
by either the City or the Lessee, for any reason, othet than the reason set out in Section 9.1 (¢},
above, the Leased Premises, including all replacement and additional farnishings and equipment
ingtalled or placed in or o the Leased Premises before texmination, shall ravert fo the City.

Arficte X
Release and Indemaity

Section 10.1. Indemnification of City, Lessee releases the City from, agrees that the City
shall not be lieble for, and agrees to hold the City, its officers, employees and agents and the
members of the Governing Body of the City, harmless against, any and all Josses, Habilities,
damages, costs (including court costs and post of appeal) and expenses (including reasonable
attorneys® and experts’ fees) that the City icurs as a result of or with respect to (i) any inaccuracy
in any of the representations made by the Tessee in this Agreement; (i) any material breach ot non-
fulfillment of any covenants or watranties made by the Lessee in this Agreement; and (jii) any loss
or damage to property or any 10ss for injury to or death of any person o any other loss or damage
that may be ocedsioned by any cause whatsoever pertaining to the Teased Premises or theuse thegeof
provided that the sole cavse or the substantial contributing cause thereof oceurs on ox after the
Commencement Date; and provided further, that this indemnification shall be effective only to the
extent of any loss that may be sustained by the City or its officers, employees or agents or the
members of such Governing Body in excess of the proceeds from any insurance policy maintained
by the Lessee pursuant to this Agreertient and received by the City withrespect to the loss sustained.
The Lessee further agrees to indemnify and hold harmless the City aund its officers, employees and
agents and the members of such QGoverning Body against and fiom any and all cost, Hability,
expenses, including, without linsitation, reasonable attormeys' fees, and claims arising from the
acquisition, construction, installation or improvement of any fasilities or other improvements inand
ghout the Jeased Premises, or arising from any act or negligence of or failure to act by the Lessee
or any of jts agents, contractors, servanis, employees, or licensees, or atising from any accident,
injury or damage whatsoever caused 1o any person, fixm or eorporation oceurting during the Lease
Tetm in o about the Leased Premises, and from and against all cost, liahility and expenses incurred
in or in connection with any such claim.

Section 10.2. Indemnification of Lessee. The City releases the I essee from, agrees that
the Lessee shall not be liable for, and agrees to hold the Lessee, its officers, employees, agents, and
the members of its Board of Directors, harmless from any and all Jogses, liabilities, damages, costs
(inchuding court costs and costof! appeal) and expenses (including reasonable attorneys’ and experts’
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fees) that the Lessee. incurs as a resolt of or with respect to {i) any inaccuracy in any of the
representations made by the City in this Agreement; (if) any snaterial breach o non-fulfillment of
any covenais or watrenties made by the City in this Agreementy and (ifi) eny end all litigation,
claims or disputes, whether or not pending at the Commencement Date, asserted or unasserted,
known or unknown, inchuding, but not being Hmited to, any professional liability. ather tort, or
coptract claims that are related to, concem, Of arise out of any incident, oceusrence, 2ct, o omission
occurring before the Commencement Date of this Agreement. In the event the Lessee iamade &
patty to any proceeding to which it is entitled to indenmification under this Section 10.2, Lessee
shall have this right to appear in such proceeding for itself and the City and shall, at the City’s
expense, obtain appropriaterepresentation forthe proceeding and otherwise direct the defense of any
such Hitigation, claims, or disputes.

Article X1
Notides

Any notice or notification specified in this Agreement 10 be given to the Lesse, St.
Mary’s, or the City shall be deemed effective upon the earlier of actual delivery or three (3) days
following the date such potice shall have bean mailed by Utited States certified mail, postage
prepeid, addressed fo the 1,essee or to the City, respectively, as follows:

City: Mayor of the City of LaFollette
205 South Tennessee Avenue
LaFollette, TN 37766

Lesges! M. Richard C, Williams
Vice-Chairman and President
T aFollatte Medical Cenfer, Inc.
900 B. Oak Hill
Knoxville, TN 37917-4556

St Mary's: NMn Richard C. Williams
President and CEQ
St. Mary’s Health Syster, Ine.
900 B. Cak Hill
Knexville, TN 37917-4556

Fither the City or the Lesses may, however, from time to fime by notice in wriiing to the other party
establish an addressee or an address differing from the foregoing for the putpose of giving notice or
notification under this Agreement, Any notice o notification specified in this Agreement 10 be
given to the Lessee shall also contemporaneously be given to St Mary's:
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Article X31
Miscellameous Previsions

Section 12.1 Arbitration. Except as specifically modified by this Section 12.1, any
controversy of claim arising out of o relating to this Agreement or its breach, including, without
limitation, any claim that this Agreement or any of its parts is invalid, {Hlegal or otherwise voidable
ot void, shall be submitted to arbitration before and in accordance with the commercial arbitration.
rules of fhe American Arbitration Association (*AAA™). The provisions of this Section 12.1 will
e construed as independent of any other cavenant or provision of this Agreement; provided that,
if acourtofa competent jurisdiction determines thaf these provisions are unlawtil in any way, the
court may modify or interpret them to the minjumm extent necessary to bave thiem comply with the
law. Judgment upon an atbiation award may be entered in any coutt located in Knoxville,
Tennesses, having pnmpaﬁantju:isdicﬁunaud will be binding, final and non-appealable. The parties
hereby waive, to the fillest extent ermitted by law, any right or claim for any punitive or exemplary
damages against the other and agree that, in the eveat of a dispute, cach shall be limited to the
recovery of actual damages sustained. This arbifration provision is deemed to be self-sxecuting and
will remain in full force and effect after expiration or termination of this Agreement. In the event
gither party fails to appear at any properly noticed arbitration proceeding, an awatd may be entered
against such patty by defanlt or otherwise notwithstanding that failure to appear. Asbitration will
take place in Knoxville, Tennesses, and, all controversies shall be governed by and construed vnder
the laws of the state of Tennessee. The obligation to arbitrate will not be binding upon claims
relating to the violation of alleged viotation of the covenant not to compete set out in Section 6.1(),
above; claims relating to the exelnsive purchase option set out in Section 3.2, above; or, requesis by
either party for temporaty restrainiog orders, prefiminary injunctions or other equitable procedures
in a court of competent jurisdiction to obtain interim relief when deemed necessary by such court
to preserve the stafus qua ox prevent irreparable harm or injury pending resolution by arbitration of
the actual dispute hetween the parties. '

Séction 12.2. Acceprance of Federal Funding. The City and the Lessee shall have full
power and authority, jointly and severally, to accept federal fnds for the improvement of the Leased
Premises. '

Seetion 12,3, Severability. Ta the event any provision of this Agreement shall be held
irvalid or unenforceable by any court of competent jurisdiction, such holding shall not invalidate
ot render unenforceable any other provision hersof or such otherwise invalid provision under
circumstances other than those undet which it was determined to be invalid, except o the extent that
such other provision is wholly dependeit Tor its operation upon the patt declared to be fnvalid, and
to that end the provisions hereof are agreed and declared to be severable. "

 Section 12.4. Fumunity of Officers and Direciors, Eic. No recourse shall be had onany
obligation, covenant or agreoment inthis Agreement againstany past, present or fiture incorporatos,
official, officer, director, or employes of the City or the Lesses, as such, either directly or indirsctly,
under any rule of law or equity, statute or constitution, or by the snforcement of any agsessment or
penalty or otherwise, and all such lability of any such incorporators, officials, officers, directors,
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or employees a3 such, is hereby expressly walved and released as a condition of and consideration
Sor the execution and delivery of this Agreement.

 Section 12.3. Amendments and Modifications. This Agreernent shall not be amended
or modified except by a wiitten instrument signed by the duly authorized ropresentatives of each of
fhe parties hereto.

Seetion12.6, Captions. Thetltles of atticles, sections, subsections, orparagraphs herein
are solely for the convenience of the parties and shall not be used to explain, limit, expand, modify,
siniplify, or aid in the interpretation of the provisions of this Agreement,

. Section 12.7. Assignments. Except a3 hereln otherwise expressly provided, no pesty
hereto may assign or oterwise sransfer s rights ot obligations herennder without the prior writtein
consent of the other parties hereto. -

. Section 12.8. Eniire Agreement. . This Agreement constitutes the entire agreement
betwéen the parties hetsto with respect to the subject matter hereof and the transactions hereby
contemplated. Amny prior understandings, proposals, of representations of any kind shell ot be
binding upon either party except 1o the exient incotporated in this Agreement,

 Section 12: 9. Governing Law. This Agresment shall be governed by and construed in
accordance with the Constitution, Jaws and regulations of the State of Tennessee without regard to
provisions with respect 1o conflicts or cholces of 1aw.

Section 12.10. Execution i Counterparts. This Agreementmay be executed in several
counterparts, each of which shall be ah original and all of which ghall constitute but one and the

gamme instrument.

{The balance of this page is intentionally left blank.]
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INWITNESS WHEREOE, the parties horeto have caused this Agresment {0 be executed
by their respective duly authorized officers as of the day end date fixst above written.

CITY: LESSEX:
THE CITY OF LeFOLLETTE, LaFOLLETTE MEDICAL CENTER, INC.
TENNESSER

Richard C. Williams, Vice-Chairman
and President

ST. MARY’S:

ST. MARY'S HEALTH SYSTEM, INC.

By: Fe
Hichard C. Williams, President and CEO
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ACKNOWLEDGMENTS

STATE OF TENMESSEE  }
COUNTY OF CAMPEELL }

Befote me, a Notary Publio in the State and County aforesaid, personally appeared
Clifford Jenmings, with whom T am personally acquainted, or proved to me On the basis of
satisfactory evidence, and who, upon oath, ackmowledged himselfto be the incumnbent Mayor of the
City of LaFollette, Tennessee, and that tie as such incumhent Mayor, being authorized so o do,
" executed the foregoing insteument for the purposes thetein contained, by signing his name as the
inéumbent Mayor of the City of LaFollette, Tennessee. '

. _ 2 7-,13,{ E
WITNESS my bend and official seal at office this day of é Eﬁt E 2000,

e LT

0 Notagy/Public oA

My commission. expires:

G 6, zes!

STATE OF TENNESSEE  }
COUNTY OF CAMPBELL }

Personally appeared before me, a Notary Public in the State and County aforesaid,
Richard C. Williams, with whom I am personally acquainted, or proved to me on the basis of
satisfactory evidence, and who, under oath, acknowledged himself to be the Vice-Chairman of the
Board of Directors and President of LaFollette Medical Center, Inc., the within-named bargainot,
a corporatlon, and that he as such Vice-Chairman of the Board of Directors and President, being
authorized so o do, executed the foregoing instrument for the purposes therein contained, by signing
fhe name of the corporation by himself as Vice-Chairman of the Board of Directors and President.

WITNESS my hand and official seal at office this A ﬁy of M , 2000,

sl ke
O Nghgry Public Q

My commission expires:

Wy , 209/

Page 32



STATE OF TENMESSEE  }
COUNTY OF CAMPBELL }

Personally appeared before me, a Notary public in the State and Conty aforesaid,

Richard C, Wiltiams, with whom 1 am petsonally acquainted, or proved fo me o the basis of
satisfactory evidence, and who, under oath, acknowledged himself to be the President and CEO of

St, Mary's Health System, Inc., tha within-named bargainor, a corporation, and that hie as such
President and CRO being autharized so to do, executed the foregoing instriment for the purposes

therein contained, by signing the name of the corporation by himself as President and CEQ.

WI'INESSmyhandanﬂnfﬁcialsealatnfﬁcaﬂﬁaarﬁcﬁy of Al 20m.

flode,

d Ny Pobtic  (J

- My commission expires:

My b, 2921 ,
7 :

Aprll 27, 2000/ 1:01 pr
S:\RID\!DG'\ST-MARYﬁMFOLL.‘?nAgrmn(s\tt.Z’i.Oo.ﬁn.wpd

Ko
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Exhibits to Original Lease omitted from this copy of the Lease.

EXHIBITS TO LEASE AND PURCHASE OPTION AGREEME?;I’I‘
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3. DPiiney Bowes .
3. Pansonic Credit Company -

. Dataseope Corp
5. General Bleoiric Company
Contracts Assigned to Legses
Assignment and Assumption Agresment
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GUARANTY

RE: Lease and Purchase Option Agreement between THE CITY OF LAFOLLETTE,
TENNESSEE, a city organized and existing as a governmental unit under the laws of the State of
Termessee, (the “Lessor”), and LAFOLLETTE MEDICAL CENTER, INC., and MERCY HEALTH
PARTNERS, INC. (collectively, the “Lessee’?), dated April 27, 2000, as amended by that certain First
Amendment to Lease Agreement which is anticipated in connection with the assignment of said Lease

and Purchase Option Agreement (the “Lease”).

FOR VALUE RECEIVED and in consideration for, and as an inducement to the Lessor for entering
into the above.referenced First Amendment to Lease Agreement to which this Guaranty is attached, the
undersigred, jointly and severaily, hereby unconditionally guarantee to the Lessor, its successors and
assigns, the prompt payment of rent and all other monetary cbligations under the Lease (including without
limitation attorneys® fees and costs incurred by Lessor in connection with the enforcement of the Lease or
this Guaranty) and the full performance and observance of all the covenants, conditions, and agreements
therein provided to be performed and observed by the Lessee, its suceessors and assigus, and expressly
agree that the validity of this Guaranty and the obligations of the Guarantor hereunder shall in no wise be
terminated, affected, or impaired by reasen of the assertion by the Lessor against the Lessee of any of the
rights or remedies resetved to the Lessor pursuant 1o the provisions of the Lease, or by reason of the
waiver by the Lessor of, or the failure of the Lessor to enforce, any of the terms, covenants, and
conditions of the Lease, of the granting of any indulgence ot extension of time to the Lesses, all of which

may be given or dope without notice to the Guarantor.

The undersigned further covenants and agrees that this Guaranty shall remain and continue in full
force and effect as to any amendment, modjification, renewal, or extension by the Lessee of the Lease, to
all of which the undersigned hereby consents in advance, and as to which the undersigned expressly

waives any notices.

Jurisdiction and venue of any action to enforce this Guaranty shall be in Campbell County, State
of Tennessee.

* IN WITNESS WHEREOT, the undersigned has caused this Guaranty to be duly executed this
/ST dayof DETRACR L 201M

KNOXVILLE HMA HOLPINGS, LLC, Guarantor

By: MWW

Neme: 7 ronarhy K- PAELY
Titde: S2. Vi E RES)AenxT
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EXHIBIT “C”
Undeveloped Land

SITUATED in District Three of Campbell County, Tennessee, within the corporate lirnits
of the City of LaFolletts, Tennessee, and being more particularly bounded and described as
follows:

BEGINNING at an iron pin set in the northwest right of way line of New Appalachian
Highway (aka Highway 25W, and aka State Route 9), corner to property of University of
Tennessee Medical (Deed Book 360, page 85); thence from said beginning point and with the
northwest right of way line of New Appalachian Highway, four calls and distances as follows: .
South 43 deg. 41 min. 27 sec. West, 25.92 feet to a point; South 43 deg, 41 min. 27 sec. West,
265.07 feet to highway monument “C”; North 45 deg. 50 min. 29 sec. West, 5.15 feet to highway
monumment “B”; and South 43 deg. 21 min. 18 sec. West, 309.50 feet to an iron pin set corner to
property being retained by E. F. Wheeler; thence with new severance line with E. F. Wheeler,
North 40 deg. 41 min. 26 sec. West, 375.92 feet to an iron pin set; thence continuing with the line
of Wheeler, South 43 deg. 23 min. 27 sec. West, 167.10 feet to an iron pin set in the line of
property of Robert L. Woodson III (Deed Book 412, page 123); thence with line of Woodson,
North 30 deg. 29 min. 13 sec. West, 888.74 feet to an iron pin; thence continuing with said line,
North 35 deg. 20 min. 52 sec. West, 20.79 feet to an iron pin in the line of Lot 6A, Big Springs
Subdivision; thence with line of Lot 6A and 7A, Big Springs Subdivision, North 47 deg. 25 min. 37
sec. East, 101.84 feet to an iron pin, corner to Lot 8A; thence with the line of Lot 8A, North 56 deg.
59 min. 26 sec. East, 141.00 feet 1o an iron'pin, corner to property of Tennessee State University
and Community College (Deed Book 401, page 785); thence with the line of said property, South
37 deg. 16 min. 19 East, 201.12 feet to an iron pin; thence continuing with said line, North 47 deg.
10 min. 06 sec. East, 453.00 feet to an iron pin in the southwest right of way line of Independence
Lane; thence with the southwest right of way line of Independence Lane, South 43 deg. 28 min. 40
sec. East, 137.95 feet to an iron pin; thence South 54 deg. 05 min. 09 sec. East, 330.63 feet to an
iron pin, corner to property of University of Tennessee Medical (Deed Book 360, page 85); thence
with line of said property, three calls and distances as follows: South 54 deg. 14 min. 00 sec. West,
143.98 feet to an iron pin; South 35 deg. 52 min. 01 sec. East, 549.92 feet to an iron pin; and South
30 deg. 20 min. 29 sec. East, 5.34 feet to an iron pin, said iron pin marking the place of
BEGINNING; and being according to the survey of Tony W. Crutchfield, Tennessee RLS #1788,
of Crutchfield Surveys, P.O. Box 292, Jacksboro, TN 37757, dated September 23, 2005, and
revised January 10, 2007.

BEING the same property conveyed to E. F. Wheeler, Jr., by the following deeds:

(1) Deed from Wanda D. Jackson, dated August 14, 1997, of record in Deed Book 348,
page 826;

(2) Deed from Joyce D. Webb, dated August 14, 1997, of record in Deed Book 348, page
830; and

(3) Deed from K. Lynn Davis, dated August 30, 2000, of record in Deed Book 374, page
386, all in the Campbell County Register’s Office.

(4) Deed from Carlock Myers and wife, Nellie M. Myers, dated February 21, 1998, of
record in Deed Book 353, page 21, in the Campbell County Register’s Office.
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GUARANTY

RE: Lease and Puschaso Option Agreement between THE CiTY OF LAFOLLETTE,
TENNESSEE, a city organized and existing as a governmental unit under the laws of the State of
Tennessee, (the “Lessor”), and LAFOLLFTTE MEDICAL CENTER, INC., and MERCY HWEALTH
PARTNERS, INC. (collectively, the "Lessee™), dated April 27, 2000, as amended by that ceriain First
Amendment to Lease Agreement which is anticipated in connection with the assignment of said Lease
and Purchase Option Agreement (the “Lease”).

FOR VALUE RECEIVED and in consideration for, and as an inducement to the Lessor for entering
into the above referenced First Amendment to Lease Agreement to which this Guaranty is attached, ihe
undersigned, jointly and severally, hereby unconditionally guarantee to the Lessor, its successors and
assigns, the prompt payment of rent and all other monetary obligations under the Lease (including without
limitation attorneys’ fees and costs incurred by Lessor in connection with the enforcement of the Lease or
this Guaranty) and the full performance and observance of all the covenants, conditions, and agreements
therein provided to be performed and observed by the Lessee, its successors and assigns, and expressly
agree that the validity of this Guaranty and the obligations of the Guarantor hereunder shall in no wise be
terminaied, affected, or impaired by reason of the assertion by the Lessor against the Lessee of any of the
rights or remedies reserved to the Lessor pursuant to the provisions of the Lease, or by reason of the
waiver by the Lessor of, or the failure of the Lessor to enforce, any of the terms, covenants, and
conditions of the Lease, or the granting of any indulgence or extension of time to the Lessee, all of which
may be given or done without notice to the Guarantor,

The undersigned further covenants and agrees that this Guaranty shall remain and continue in full
force and effect as to any amendment, modification, renewal, or extension by the Lessee of the Lease, to
all of which the undersigned herchy consents in advance, and as to which the undersigned expressly
waives any notices,

Jurisdiction and venue of any action to enforce this Guaranty shall be in Campbell County, State
of Tennessee.

IN WITNESS WHEREOF, the undersigned has caused this Guaranty to be duly éxecuted this
[37 _dayofemger a0l

KNOXVILLE HMA HOLDINGS, LLC, Guarantor

By: %‘2’476’7/ y A

Name: "7 tonatby K. gLy
Title:_ $72. Ve & 23057 T
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@ HealthTronics

August 5, 2015

Kathy Myers, RN

Chief Nurse Officer
LaFollette Medical Center
923 East Central Avenue
LaFollette, TN 37766

Dear Kathy,
The lithotripter, Kentucky I Lithotripsy, LLC, a subsidiary of HealthTronics, Inc, we will
be utilizing at your facility is the HealthTronics LithoDiamond. lts estimated FMV would

be about $200,000.

Please feel free to contact me with any questions and / or concerns. | am best reached
at (330) 283-0035 or via email at Robert.Grimmer@Health Tronics.com.

Best regards,

A~

Robert Grimmer
Area Vice President

HealthTronics, Inc. | 9825 Spectrum Drive, Building 3 | Austin, TX 78717 1 512.328.2{  Attachment B, 1L 2
24933724 v1



MOBILE LITHOTRIPSY SERVICES AGREEMENT

THIS SERVICES AGREEMENT (the “Agreement”), made and entered into this 1% day
of July, 2015 (the “Effective Date”), by and between Kentucky I Lithotripsy, LLC, a
Kentucky limited liability company (“Provider”), and LaFollette Medical Center
(“Hospital”).

WITNESSETH

WHEREAS, the Hospital is a general acute care hospital licensed in the State of
Tennessee and is in need of purchasing certain lithotripsy services for its patients, which
would require a mobile extracorporeal shock wave lithotripter and a technologist
operator, and other incidental services and supplies; and

WHEREAS, Provider owns and operates one fully mobile extracorporeal shock
wave lithotripter (the “ESL”) and provides lithotripsy services related to the operation of
the ESL technology through its employed technologist, and desires to enter into an
agreement whereby Provider will provide the lithotripsy services under arrangement to
Hospital; and

WHEREAS, Hospital desires to contract under arrangement with Provider to
purchase the lithotripsy services provided through Provider’s ESL and employed
technologist, in order to treat Hospital patients at a site located on Hospital premises,
under the terms and conditions as hereafter stated; and

WHEREAS, Provider desires to contract with Hospital to provide certain
specified facilities and incidental supplies and services to enable Provider to provide the
lithotripsy services under arrangement on Hospital premises to Hospital patients, under
the terms and conditions as hereafter stated; and

NOW, THEREFORE, in consideration of the premises and the mutual promises
herein contained, and other valuable consideration, the receipt and sufficiency of which is
hereby acknowledged, the Hospital and Provider agree as follows:

1. SERVICES AND SCHEDULING.

1.1 Scheduling. The parties agree that on the dates and times set forth
by mutual agreement (“Hospital Days”), Hospital shall be entitled and authorized to have
the ESL used, on a first priority basis, to perform “ESL Services” (as defined herein) at
Hospital for the benefit of all of its scheduled outpatients and inpatients. In the event
there are no procedures scheduled on a Hospital Day, Provider shall have no obligation to
transport to or otherwise make the ESL available to Hospital on Hospital premises.
Should Hospital request to use the ESL on days or times that are not Hospital Days,
Provider shall use reasonable efforts to accommodate Hospital’s request, provided that
the ESL and ESL personnel are in the area and available. For all purposes under this
Agreement, “ESL Services” is the provision of the lithotripsy services provided under
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arrangement by Provider at the Hospital premises through the operation of the ESL by the
Provider’s employed technologist working with an independent physician to perform a
medical procedure, and all technical and other services in connection therewith, but
excluding any physician professional services.

1.2 Categories of Use. Hospital engages Provider to provide under
arrangement all the services outlined in this Agreement to all of the Hospital ESL patients
whose health care services are reimbursable under any state or federal benefit program
(including the Medicare Program, the Medicaid Program and TRICARE), as well as the
Hospital ESL patients for which ESL Services are reimbursable under a health care plan
by a health maintenance organization, insurance company, self-insured employer or other
third party payor, or self-payor. Provider shall provide these services in accordance with
the schedule agreed upon pursuant to this Agreement.

1.3 Under Arrangements. The parties intend for the ESL Services
provided pursuant to this Agreement be provided by Provider “under arrangement” to the
Hospital as defined by the Social Security Act (the “Act”), including Sections 1832(a)
and 1835(b) of the Act, and to otherwise comply with all applicable statutory and
regulatory requirements as established from time to time by the Centers for Medicare &
Medicaid Services (“CMS™) or the federal or state governments relating to services
provided by hospitals under arrangements by others. At all times Provider shall retain
dominion and control of the ESL and its employed technician, and will arrange for all
other related items, supplies and personnel, if any, required for the performance of the
ESL Services. The Hospital shall not exercise control over the ESL or technologist as a
lessee of equipment or personnel. As provided herein, the Hospital shall provide the
facility and certain incidental supplies and services in furtherance of Provider’s provision
of ESL Services, and the Hospital shall be remunerated therefore as provided in Section 5
herein.

2. INDEPENDENT CONTRACTOR. Notwithstanding any other provision
of this Agreement, it is specifically understood and agreed that the activities and
undertakings of the Provider in the performance of services under this Agreement shall
be as an independent contractor and not as an employee of the Hospital or lessor to the
Hospital. The Hospital shall not exercise any control or direction over the methods by
which Provider performs its services hereunder; the sole interest and responsibility of the
Hospital is to assure that the services provided by the Provider under this Agreement
shall be performed and rendered in a competent, efficient, and satisfactory manner.

3. HOSPITAL RESPONSIBILITIES. In consideration of the receipt of the
Hospital remuneration set forth in Section 5, and in furtherance of the provision of ESL
Services by Provider, the Hospital agrees to provide on its premises all usual and
customary hospital services and supplies as ordered by the treating urologists or other
supervising physician, except as otherwise provided by Provider in Section 4 herein,
including, but not limited to the following:




a. Provide and have sole responsibility for the registration of all of
the Hospital ESL patients to be treated at the ESL Site (as defined herein), including
ensuring that each Hospital ESL patient who arrives for treatment utilizing the ESL has in
his or her possession a written authorization from a physician for lithotripsy treatment
and such other forms, consents or information as Provider and Hospital may reasonably
deem necessary;

b. A pregnancy test for all menstruating females, as well as all lab
work required by the Hospital and as requested by the treating urologist;

c. The designation and use of a suitable specific site for the location
and use of the ESL including a pre-procedure and post-procedure area for each Hospital
ESL patient (the “ESL Site”);

d. The provision of all utilities required for use of the ESL while
located at the ESL Site, including electricity, telephone, water and waste disposal;

e. For each ESL procedure, to the extent medically necessary, and as
ordered by the treating urologist, all necessary medical disposables and supplies,
including, without limitation, the provision of LV. fluid, LV. tubing and necessary
attachments, intravenous catheter (“Intracath”), sedation or anesthesia supplies and drugs,
oxygen, an EKG, L.V. antibiotics, the use of Hospital’s contrast material, as necessary,
linens, chart forms, urinal, urine strainer, specimen pan, and emesis pan;

i Coordinating the provision of physician professional services
(other than urology) necessary for each ESL procedure, such as radiology, pathology, and
anesthesiology, to be provided by physicians with the appropriate Hospital privileges in
the specialties required for the ESL procedures; provided, however, that in accordance
with Section 6.3 hereof, Hospital shall not be responsible for any costs or expenses in
connection with the performance of such physician professional services;

g. Arranging for, and maintaining, all necessary statutory
requirements, and compliance with all applicable regulatory approvals for the provision
of ESL Services at the ESL Site;

h. In the event that a Hospital ESL patient treated at the ESL Site
requires, in the opinion of the attending physician, evaluation in or admission to the
Hospital’s Emergency Department or other acute setting, Hospital shall arrange for the
immediate transportation of the patient from the ESL Site, for evaluation and treatment as
medically appropriate, and admit the patient to appropriate services at the Hospital in
accordance with Hospital policies, procedures, and bylaws. Hospital acknowledges that
Provider is not responsible for any charges or for any act or omission of Hospital or its
agents attributable to the transportation, diagnosis or treatment of the transferred patient;



i. Review and monitor all ESL Services provided hereunder in
accordance with Hospital’s Utilization Review Committee’s policies and procedures and
the Hospital’s under arrangement contracting responsibilities;

j- While the ESL is in operation at the ESL Site, Hospital shall assign
a qualified operating room registered nurse to provide services exclusively for ESL
Services. Hospital shall make available Hospital personnel as medically necessary to
respond to medical emergencies occurring at the ESL Site. Hospital shall also schedule a
certified registered nurse anesthetist or anesthesiologist to administer anesthesia, as per
Hospital policy or medical staff regulations; and

k. Billing and collection services for all of the ESL procedures shall
be the sole responsibility of the Hospital as further detailed in Section 6 below.

4. PROVIDER RESPONSIBILITIES In consideration of the receipt of the
Provider compensation as set forth in Section 5, Provider agrees to provide the following
related to its provision of the ESL Services:

a. Transportation of the ESL to and from Hospital, provide and
maintain the ESL, and all related equipment in good working order for use at the ESL
Site on each Hospital Day;

b. All delivery and setup services for Provider’s operation of the ESL
at the ESL Site;

c. All maintenance services and parts in connection with the
maintenance of the ESL without regard to the cause for the need therefor, and provide
maintenance reports to the Hospital upon request;

d. Responsibility for all licensing or certification requirements, if any
(whether state, federal or local) in connection with the ownership and operation of the
ESL. Upon reasonable request, Provider shall produce documentation of such licensure
or certification to the Hospital;

g Creating and maintaining a quality assurance program for
monitoring and improving the efficacy of the operation of the ESL and the ESL Services
provided by Provider on Hospital premises, and complying with all applicable standards
of The Joint Commission (TJC) and Medicare standards, including the applicable
Medicare conditions of participation for hospital contracted services currently specified at
42 CFR 482.12(¢). Provider shall cooperate with Hospital’s quality assurance committee
in its periodic review, on a random sample basis, of services provided to Hospital patients
by Provider pursuant to the terms of this Agreement. Quality assurance reports may be
requested by mailing the request to the address as indicated below. Quality assurance
reports will include quality assurance activities conducted;



Quality Assurance Report Requests:
Kentucky I Lithotripsy, LLC
Attn: Quality Assurance Department
9825 Spectrum Drive, Building 3
Austin, Texas 78717
Phone: 888-252-6575

f. A radiologic technologist trained in ESL Services and operation of
the ESL, who shall assist the attending urologist or other physician in performance of the
lithotripsy procedures. The radiologic technologist shall perform all ESL Services in
accordance with the Provider’s policies, procedures, and guidelines approved by the
Provider and its physician owners, as well as all Hospital rules, regulations, procedures,
policies and bylaws, and the Hospital medical staff rules, regulations, procedures,
policies and bylaws to the same extent such would be applicable to Hospital’s own
personnel.  If requested by Hospital, Provider shall provide information and
documentation regarding licensure, certification, training, and experience of the
radiologic technologist;

g. At Hospital’s request, participate in Hospital’s utilization review
program and any other Hospital program or committee with respect to the ESL Services
that would be required if the ESL services were furnished directly by the Hospital.
Furthermore, Provider shall meet with Hospital management as appropriate and
necessary on a periodic basis to discuss pertinent issues relating to the arrangement
and/or ESL services;

h. Prompt submittal of written reports of all examinations, treatments
and procedures performed pursuant to this Agreement to Hospital’s medical records
administrator, and, if appropriate, to the patient’s private physician. Provider shall use
the medical records and reports forms provided by Hospital. Provider agrees that all
records and reports required by this Section shall be the exclusive personal property of
Hospital. Provider shall have the right to photocopy any such records or reports for
inclusion in its records; and

i Comply with Hospital policies and other required guidelines aimed
at ensuring the accurate and safe operation of the ESL, including policies regarding
biomedical inspection of the ESL, radiation physicist inspection of the ESL, and any state
certifications concerning the imaging component of the ESL. Any inspection reports or
state certifications would be made available to the Hospital upon request.

5. COMPENSATION.

5.1 Provider Compensation. In consideration of Provider performing
the ESL Services, including the performance of all of its obligations under Sections 1.1
and 4 of this Agreement in the treatment of all of the Hospital ESL patients as provided
in Section 1.2 herein, Hospital shall pay to Provider a fee in accordance with Exhibit A
(the “Provider Fee”). The Provider Fee shall be due and payable by Hospital to Provider



at the payment address (the “Payment Address™) of Provider as herein provided within
thirty (30) days of the end of the month in which the services were provided.

Provider Payment Address:
Kentucky I Lithotripsy, LLC
PO Box 95333

Grapevine, TX 76099-9732

52  Fair Market Value. The parties hereto acknowledge and agree
that the Provider Fee is consistent with fair market value without regard for referrals or
business generated between the parties and that such fees are commercially reasonable to
accomplish the business purposes of the parties. The parties further acknowledge and
agree that the aggregate Provider Fees are less than the full aggregate amounts collected
by the Hospital (as provided in Section 6 below) for the purchased ESL Services in order
to appropriately account for the value of the services provided by the Hospital as set forth
in Sections 3 and 6 herein.

6. BILLING AND COLLECTIONS.

6.1 Hospital Services Billing and Collections. All ESL Services under
Section 1.2 shall be billed to and collected from such payors and patients exclusively by
Hospital, and Hospital shall retain for its own account all amounts collected for such
services.

6.2  Other Patient Services. The parties agree that this Agreement
covers only ESL Services to Hospital ESL patients and that all other patient services are
specifically excluded from the terms of this Agreement. Except as otherwise specifically
provided in this Agreement, Hospital shall have the exclusive right to bill and collect for
all hospital services rendered to its patients.

6.3  Physician Professional Services. Neither Provider nor Hospital
shall be responsible for billing and collecting for any physician professional services
performed in connection with the use of the ESL. The parties agree that all such
professional services are specifically excluded from the terms and provisions of this
Agreement. Furthermore, all fees for physician professional services rendered in
connection with the furnishing of any radiology, pathology and anesthesiology services
relating to the use of the ESL are likewise specifically excluded from the terms of this
Agreement, it being agreed and understood by the parties that neither party shall have any
responsibility for the billing and collection of such services.

6.4  Accounting Procedures. Hospital shall maintain complete books
and records of the billings, collections, disbursements, and expenses of the ESL
operations, as provided herein, in accordance with generally accepted accounting
principles, with correct entries of all receipt and expenditures, which books of account
shall be the property of the Hospital, but upon reasonable notice shall be open to the
inspection of the Provider or its duly authorized agents. Provider shall have the right to




audit the Hospital’s books and records, as it relates to this Agreement, for any period,
during normal business hours, upon reasonable notice, at any time during the three
calendar years following the submission by Hospital of any monthly report or annual
statement for such period.

v TERM AND TERMINATION.

7.1 Term. This Agreement shall commence on the Effective Date and
shall continue for an initial term of one (1) year (the “Initial Term”). Thereafter, unless
otherwise terminated as herein provided, this Agreement shall be automatically renewed
for successive one year terms (each a “Renewal Term”). Notwithstanding the foregoing
provisions, this Agreement may be terminated by either party at the end of the Initial
Term or any Renewal Term by the delivery of a written notice to the other party advising
such other party of the intention to terminate this Agreement at least 90 days prior to the
contract date of termination.

7.2 General For Cause Termination. Except as otherwise provided in
this Agreement, in the event of a breach of a material term of this Agreement by either
party, the non-breaching party may deliver written notice to the breaching party
identifying the nature of the breach, whereupon (i) if the breach relates to any payment
obligation under this Agreement, the breaching party shall have a period of 15 days after
the receipt of such notice to cure such breach or (ii) for any other breach other than a
payment obligation, the breaching party shall have a period of 30 days after receipt of
such notice to cure such breach or, in the event that such breach cannot be reasonably
cured within such 30 day period, then for an additional 30 day period as is reasonably
necessary to cure such breach and provided that the breaching party engages in
continuous, diligent, and good faith efforts to cure such breach. In the event that any
breach is not cured within the time, as applicable, as provided above, the non-breaching
party shall have the right to terminate this Agreement by the delivery of a second written
notice to the breaching party of such termination whereupon this Agreement shall
terminate immediately upon the delivery of such second written notice.

7.3  Termination For Cause Based Upon Changes In Reimbursement
Laws. If changes in reimbursement laws or regulations (or the interpretations thereof)
occur during the term of this Agreement which materially and adversely affect third party
reimbursement of Hospital, the Hospital may request renegotiation of the applicable
terms of this Agreement by written notice to the other party. The parties agree to
negotiate in good faith to amend this Agreement to conform with such laws and
regulations and to minimize the adverse effects of such laws and regulations. In the event
that no new agreement can be reached within 60 days after receipt of such notice (or such
earlier time as may be required by such law or regulation), then either party may
immediately terminate this Agreement by the delivery of written notice to the other party.

7.4  Termination For Cause Based On Federal Or State Law.
Notwithstanding other provisions of this Agreement to the contrary, in the event that
either party shall reasonably determine based on the written opinion of a qualified law




firm representing either party that the continued performance of this Agreement is in
violation of any federal or state laws, regulations, rulings or cases, the parties agree that,
on receipt by a party from the other party of a written notice which, includes the written
opinion of outside counsel, specifically identifying the violation or violations, the
performance of all obligations hereunder by the parties to each other shall be immediately
suspended and the parties shall immediately enter into good faith negotiations to reform
all such provisions of this Agreement identified in the notice. If the parties have not been
able to agree, within 30 days after the delivery of the notice, upon the reformation of this
Agreement in a manner so as to cure such violation or violations, either party shall have
the right to terminate this Agreement effective immediately upon the delivery of written
notice thereof to the other party which termination shall not be a breach of this
Agreement.

7.5 Effect Of Termination. As of the effective date of termination of
this Agreement, neither party shall have any further rights or obligations hereunder
except: (a) as otherwise provided herein; (b) for rights and obligations accruing prior to
such effective date of termination; or (c) arising as a result of any breach of this
Agreement.

8. INDEMNIFICATION AND INSURANCE.

8.1 Indemnification by Hospital. To the fullest extent permitted by
law, Hospital agrees to indemnify and hold harmless Provider and all of its corporate
members, directors, officers, partners, agents and employees (for the purpose of this
Section, the “Provider Indemnified Parties”) from and against all claims, damages, losses,
and expenses, including but not limited to attorney’s fees and court costs, arising out of,
resulting from, or relating to the performance of, or the failure to perform, Hospital’s
obligations as provided in this Agreement, and from any claim, damage, loss, or expense
which is attributable to bodily injury, sickness, disease, death, or injury to, or destruction
of, tangible property including the loss of use resulting therefrom, but only to the extent
caused by the acts, omissions or negligence of Hospital or anyone directly or indirectly
employed by Hospital or anyone for whose acts Hospital may be liable (except the
Provider Indemnified Parties). The provisions of this Section shall survive the
termination of this Agreement.

8.2 Indemnification by Provider. To the fullest extent permitted by
law, Provider agrees to indemnify and hold harmless Hospital and all of its corporate
members, trustees, officers, agents and employees (for the purposes of this Section, the
“Hospital Indemnified Parties”) from and against all claims, damages, losses, and
expenses, including but not limited to attorney’s fees and court costs, arising out of,
resulting from, or relating to the performance of, or the failure to perform, Provider’s
obligations as provided in this Agreement, and from any claim, damage, loss or expense
which is attributable to bodily injury, sickness, disease, death, or injury to, or destruction
of, tangible property including the loss of use resulting therefrom but only to the extent
caused by the acts, omissions or negligence of Provider or anyone directly or indirectly
employed by Provider or anyone for whose acts Provider may be liable (except the




Hospital Indemnified Parties). The provisions of this Section shall survive the
termination of this Agreement.

8.3 Insurance.

a. Provider, at its sole cost and expense, shall procure and
maintain such policies of comprehensive general liability insurance, professional liability
and other insurance as shall be necessary to insure Provider and its partners, agents and
employees against any claim or claims for damages arising by reason of personal injury
or death occasioned directly or indirectly in connection with the provisions of any
services hereunder by Provider, the use of Provider property and facilities or the activities
of Provider, its partners, agents or employees in connection with the performance of this
Agreement or otherwise.

b. Hospital, at its sole cost and expense, shall procure and
maintain such policies of comprehensive general liability insurance, professional liability,
and other insurance as shall be necessary to insure Hospital and its officers, agents, and
employees against any claim or claims for damage arising by reason of personal injury or
death occasioned directly or indirectly in connection with the provisions of any services
hereunder by Hospital, the use of Hospital property and facilities or the activities of
Hospital, its officers, agents, or employees in connection with the performance of this
Agreement or otherwise.

c. Such policies of insurance, unless the parties hereto shall
agree otherwise in writing, shall be in limits of not less than $1,000,000 dollars per
person for personal injury or death and not less than $3,000,000 dollars per occurrence.
Upon request, either party shall furnish certificates of insurance indicating coverage to
the other party. Both parties agree to notify the other party immediately upon notification
from the insurance carrier that such policies may be canceled.

9. EXCLUSIVE PROVISION OF LITHOTRIPSY SERVICES. Hospital
agrees that, during the term of this Agreement, Provider will be the exclusive provider of
lithotripsy services at Hospital, and that during the term of this Agreement, Hospital will
not contract with another provider of lithotripsy services nor shall it acquire, lease or
undertake the provision of lithotripsy services directly or indirectly in its own name or
through a subsidiary.

10. JOINT APPROVAL OF UROLOGIST OPERATORS. Physicians
seeking to use Provider’s ESL for the treatment of Hospital ESL patients must be Board
certified or Board-eligible urologists, members of the Hospital medical staff in good
standing with privileges in urology, and approved by Provider, before being allowed
access to the ESL. Provider shall not unreasonably withhold access to the ESL or ESL
Services from any Board certified or Board eligible urologist who is a member in good
standing of the Hospital medical staff with privileges in urology. Provider will comply
with the quality assurance requirements of Hospital.




11.  ACCESS TO BOOKS AND RECORDS. For a period of four years after
the furnishing of the services as stated in this Agreement, both Provider and Hospital
shall make available, upon written request by the Secretary of Health and Human
Services or upon request by the Comptroller General, or any of their duly authorized
representatives, the contract, and books, documents, and records of Provider and Hospital
that are necessary to certify the nature and extent of the cost under this Agreement, and, if
Provider or Hospital carries out any of their duties under this Agreement through a
subcontract, with a value or cost of $10,000 or more over a 12-month period with a
related organization, such subcontract shall contain a clause to the effect that until the
expiration of four years after the furnishing of such services pursuant to such subcontract,
the related organization shall make available upon written request by the Secretary of
Health and Human Services, or upon representatives, the subcontract, and books,
documents, and records of such organization that are necessary to verify the nature and
extent of such costs.

12. NONDISCLOSURE OF PROPRIETARY INFORMATION.

(a) The parties acknowledge and agree that during the term hereof
each shall have access to Confidential Information (as defined below) and other
proprietary information of the other party which shall be deemed to be confidential. To
the extent permitted by law, both parties shall not, nor shall their respective employees
and agents, except as may be required by any lawful subpoena, court order or legal
process, at any time without the other party’s prior written consent: (i) disclose any such
information to any third party, or (ii) reproduce or utilize any such information in
furtherance of any other business venture. If either party is required by lawful subpoena,
court order, or legal process to disclose any Confidential Information or other proprietary
information (the “Disclosing Party”) of the other party, the Disclosing Party shall provide
sufficient notice thereof to the other party to enable the other party to seek a protective
order or other appropriate legal or equitable remedy to prevent such disclosure. Each
party shall also keep medical records of the Hospital confidential in accordance with all
applicable state and federal laws. For purposes of this Section, the term “Confidential
Information” shall mean the non-public information of a party, or any entity with which a
party contracts to provide any of the ESL Services, including, but not limited to, a
formula, pattern, compilation, program, device, method, system, technique, process,
financial information, business strategy, or costing data, patient list, payor list, manuals,
policies and procedures, forms, contractual arrangements, etc. Confidential Information
shall not include information which: (i) is known to the receiving party prior to receiving
it from the other party, (ii) is generally known to the public; or (iii) is disclosed to one
party at any time by a third party who had the legal right to disclose it. The provisions of
this Section shall survive the termination of this Agreement.

(b) The parties acknowledge that the restrictions in this Section are
reasonable and necessary to protect the legitimate interests of the parties and that any
violation would result in irreparable injury to the non-disclosing party. The parties
further acknowledge that, in the event of a violation of any such restrictions the non-
disclosing party shall, in addition to any other rights or remedies to which the non-
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disclosing party may be entitled to at law or in equity, be entitled to preliminary and
permanent injunctive relief without having to prove actual damages or immediate or
irreparable harm or to post a bond. Notwithstanding the foregoing, if the restrictions
specified in this Section are adjudged unreasonable in any court proceeding, the parties
hereby agree to the reformation of such restriction by the court to such limits as it finds
reasonable, and neither party will assert that such restrictions should be eliminated in
their entirety by such court.

13, GENERAL PROVISIONS.

13.1 Amendment. This Agreement may be amended, changed, waived,
discharged, or terminated only by an instrument in writing signed by the party against
which enforcement of the amendment, change, waiver, discharge, or termination is
sought.

13.2  Authorization to Make Agreement. Each person signing this
Agreement on behalf of a party personally represents and warrants to the other party that
the execution and performance of this Agreement is duly authorized by the party’s
governing board or other body authorized to make or authorize agreements on behalf of
the party, that this Agreement is not in conflict with any prior contract of the party, and
that this Agreement constitutes a valid obligation of each party, enforceable according to
its terms.

13.3  Compliance with Applicable Law, Licenses, Etc. The parties will
each comply with all applicable statutes, laws, rules, regulations, licenses, certificates,
and authorization of any governmental body or authority in the performance or carrying
out of its obligations under this Agreement. This Agreement shall be subject to
amendments in the applicable laws and regulations relating to the subject matter of this
Agreement, but only to the extent that any inconsistency is thereby created, and the
parties shall use their best efforts to accommodate both the terms and intent of this
Agreement and of such amendments. Each party will obtain and maintain current and in
force all licenses, certifications, authorizations, and/or permits (and will pay the fees
therefore) necessary to carry out its duties and responsibilities under this Agreement.

13.4 Referrals. The parties acknowledge that Provider is an Kentucky
limited liability company consisting in part of physician members who treat patients with
kidney stone disease and who may refer ESL and other patients to Hospital. The parties
further acknowledge that none of the benefits granted Provider hereunder are conditioned
on any requirement that Provider, or its physician members, make referrals to, be in a
position to make or influence referrals to, or otherwise generate business for Hospital.
The parties further acknowledge that Provider’s physician members are not restricted
from referring any patient to, or otherwise generating any business for, any other medical
facility of his/her choosing.

13.5 Subcontracts and Assignment. Except as otherwise specifically
provided in this Section, this Agreement and the rights and obligations created hereunder
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shall not be assignable nor performable by subcontract by either party without the prior
written consent of the other party, which consent the other party agrees not to
unreasonably withhold in its reasonable business judgment. This Agreement shall
nevertheless be freely assignable and transferable by either party to any affiliate and
freely performable by subcontract with any affiliate. For purposes of this Section 13.5,
the term “affiliate” means any entity directly or indirectly controlling, controlled by or
under common control with such party.

13.6 Entire Agreement, Binding Effect. This Agreement contains the
entire Agreement and understanding between the parties and it supersedes all prior
Agreements, understandings, and representations relating to the subject matter of this
Agreement. This Agreement shall be binding upon the parties and their representatives,
successors, and assigns.

13.7 Force Majeure. Neither party shall incur any liability to the other
party, nor shall either party be entitled to terminate this Agreement if the performance by
either party of its obligations under this Agreement is prevented or delayed by act of God,
the public enemy, earthquakes, fires, epidemics, civil insurrections, curtailment of or
failure to obtain sufficient electrical power, strikes, lockouts, or similar unforeseen and
unusual circumstances beyond the control and without the fault of such party. Any party
claiming any such excuse for non-performance shall use its best efforts to avoid or
remove such cause, shall continue performance to the degree possible and as soon as
possible, and shall give prompt written notice to the other party of the situation.

13.8  Good Faith. Each party agrees to carry out all its responsibilities,
duties, and activities under this Agreement in good faith.

13.9 Governing Law. This Agreement shall be construed in accordance
with and governed by the laws of the State of Texas, without giving effect to the choice
of law provisions thereof.

13.10 No Rights in Third Parties. Unless otherwise expressly stated
herein, this Agreement shall not create any rights in or inure to the benefit of any third
parties.

13.11 Non-Discrimination. In connection with the rendering of ESL
Services under this Agreement, Provider agrees that it shall not discriminate in
connection with the provision of such services for or against any person on the basis of
age, race, sex, color, religion, creed or national origin.

13.12 Notices. Any notice required or permitted to be given under this
Agreement shall be in writing and shall either be personally delivered or sent postage
prepaid, by certified mail, return receipt requested, to the address of the parties indicated
below or to such other address as either party shall designate by notice to the other party.
Such notice shall be effective when actually received or two days after deposit in the U.S.
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Postal Service, whichever occurs first. Notices to the parties shall be addressed as
follows:

Provider: Hospital:

Kentucky I Lithotripsy, LL.C LaFollette Medical Center
9825 Spectrum Drive 923 East Central Avenue
Attn: Legal Department, Bldg 3 Attn: Legal Counsel
Austin, Texas 78717 LaFollette, Tennessee 37766

13.13 Section Headings. The section headings designations used in this
Agreement are for convenience of reference only, and shall not in any way be construed
to modify or restrict any of the terms or provisions hereof.

13.14 Taxes. Each party shall be responsible for the payment of any and
all federal, state, or local taxes which may arise or be imposed as the result of its
performance under this Agreement or as the result of the receipt of any compensation or
other funds under this Agreement, if any.

13.15 Waiver. No failure by either party to insist upon the strict
performance of any term hereof or to exercise any right, power, or remedy following a
breach of this Agreement or any term or condition hereof, shall constitute a waiver of any
such term or of any such breach. No waiver of any particular breach shall affect or alter
this Agreement, which shall continue in full force and effect with respect to any other
then existing or subsequent breach.

13.16 Multiple Counterparts. This Agreement may be executed in a
number of identical counterparts and each of such shall be deemed for all purposes to be
an original, all of which shall constitute, collectively, this Agreement; but in making
proof of this Agreement, it shall not be necessary to produce or account for more than
one counterpart.

13.17 Provider Representation and Warranty. Provider represents and
warrants to Hospital that Provider, its affiliates, or any Provider personnel: (i) is not
currently excluded, debarred, or otherwise ineligible to participate in the Federal health
care programs as defined in 42 U.S.C. § 1320a-7b(f) (the “Federal health care
programs™); (ii) is not convicted of a criminal offense related to the provision of
healthcare items or services; and (iii) is not under investigation or otherwise aware of any
circumstances which may result in Provider being excluded from participation in the
Federal health care programs. This shall be an ongoing representation and warranty
during the term of this Agreement, and Provider shall immediately notify Hospital of any
change in the status of the representation and warranty set forth in this Section. Any
breach of this Section shall give Hospital the right to terminate this Agreement
immediately for cause.
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IN WITNESS WHEREOF, this Agreement has been executed the day and year
first above written.

PROVIDER:
Kentucky I Lithotripsy, LLC

By:  Prime Kidney Stone Treatment, Inc., its manager

By:
Gary J. Kozen
Vice President
Date:
HOSPITAL:
LaFollette Medical Center
By:
Name:
Title:
Date:
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Exhibit A
Fee Schedule

Fees for ESL Services shall be according to the following schedule:

Lithotripsy:  $2.400 per procedure

For purposes of this Exhibit A, a “procedure” is defined as any actual treatment or
procedure with the ESL of a patient’s medical condition, whether or not the procedure or
treatment successfully treats the condition for which it is intended. Each successive or
additional treatment or procedure of the same patient at a different time or session shall
constitute a separate patient procedure. Treatment of bilateral stones constitutes one and a
half procedures. Treatment of a stone in the kidney and a distal stone also constitutes one
and a half procedures.

The Provider Fee set forth on this Exhibit A shall be subject to a one time increase at the
commencement of each anniversary date equal to the aggregate increase in the Consumer
Price Index during the prior twelve completed calendar months immediately preceding
the beginning of the anniversary date. The Consumer Price Index referred to above
means the United States Department of Labor, Bureau of Labor Statistics, Consumer
Price Index U.S. City Average — All Urban Customers — Medical Services.

Provider Initials;

Hospital Initials:
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Lithotripsy Data

Lithotripsy - 2013
County Hospital Name Total
Campbell Fort Sanders Regional Medical Center N
Methodist Medical Center of Oak Ridge 19
North Knoxville Medical Center 24
Parkwest Medical Center 8
Physicians Regional Medical Center g
The University of Tennessee Med. Cntr. 28
Campbell Total 81
Claiborne Fort Sanders Regional Medical Center &
Franklin Woods Community Hospital &
North Knoxville Medical Center i
Parkwest Medical Center &
Physicians Regional Medical Center &
The University of Tennessee Med. Cntr. 14
Claiborne Total 31
Scott Fort Sanders Regional Medical Center *
Methodist Medical Center of Oak Ridge 2l
North Knoxville Medical Center &
Physicians Regional Medical Center &
The University of Tennessee Med. Cntr. i
Scott Total 36
Note:

* Data is suppressed when the number of visits is less than 11

(1)Lithotripsy is identified by Lithotripsy flag and/or CPT code 50590

Data Source: Tennessee Department of Health, Division of Policy, Planning and Assessment. Hospital Disc

Page 1
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Melanie M. Hill

Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson Building, Ninth Floor

502 Deaderick Street

Nashville, TN 37243

Re:  Tennova Healthcare -~ LaFollette Medical Center
CON application for Lithotripsy

Dear Ms. Hill:

I am a board certified Urologist and I have recently joined the medical staff of LaFollette
Medical Center, having relocated by practice from Somerset, Kentucky. The proposed
establishment of a lithotripsy service at LMC would be of tremendous benefit to pateints in need
of this health care service.

I have performed lithotripsy treatments for hundreds of patients, and I know the benefit of early
and effective treatment. Renal stones are extremely painful to the patient. Requiring patients to
forego or unduly delay treatment not only prolongs suffering, it can lead to further healthcare
complications.

I urge you to approve this certificate of need, so we can bring this service to a currently un-
served area. Thank you for your consideration.

SinoerQ,

Sean DeLair, Urologist

LaFofleite iedical Center » 923 iZast Canitral Aveniug « LaFelistte, TN 57766
Tennovahealthcare.~orm
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DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service

Food and Drug Administration
. 9200 Corporate Boulevard
Rockvilie MD 20850. .

“DEC 2 32002
Mr, Peter Weiman _ Re: K021775 , N : _
Manager of Clinical Prograims = - Trade/Device Name: HealthTronics LithoDiamond (ESWL)
HealthTronics, Inc. ; i Lithotripter (LTF0230) -
1841 West Oak Parkway * . Regulation Number: 21 ‘CFR §876.5990 ,
MARIETTA GA 30062 Regulation Name: Extracorporeal shock wave lithotripter

‘Regulatory Class: 1I

Product Code: 78 LNS

Dated: September 25, 2002
Received: September 27, 2002

Dear Mr. Weiman;

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.
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Pége_ 2

This lettér will allow you to begin marketing your device as described in your 510(k) premarket
‘notification. The FDA finding of substantial equivélénce’of your device to a legally marketed-
predicate device results in a classification for your device and thus, pemnts your device to
proceed to the market. ' :

If you desire spemﬁc advice for your device on our labelmg regulation (21 CFR Part 801) please-
contact the Office of Compliance at one of the followmg numbers, based on the regulation
number at the top of thlS letter:

8xx.1xxx Co _ (301) 594-4591
* 876.2xxX, 3IxXxX, 4%xX, SXXX (301) 594-4616
884.2xxx, 3xXX, 4XXX, SXXX, 6XXX (301) 594-4616.
© 892 2xxXX, 3XXX, 4XXX, SXXX 301) 594-4654
* Other (301) 594-4692

.Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21 CFR Part 807.97). Other general information on
your responsibilities under the Act may be obtained from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597
or at its Internet address hitp://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

ﬁﬁtrf | ﬁn”j" L

Nancy C. ogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



INDICATIONS FOR USE ' -

Page 1 of |

510(k) Number (if known): K021775

Device Name: LithoDiamond

Indications for Use:

The LithoDiamond is indicated for use in patients with renal and upper ureteral calculi betwoen

4mm and 20mm in size.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

. Y toord K
el k‘.m&«}lca/ 4 -/V/ g bere
'_P(ez_,(,m f Ine v {Division Sign-Off) U
Division of Reproductive, Abdominal,
and Radiological Devices |

510(k) Number Ao 2T 75




Ko21775
re. 1 oF [

PREMARKET NOTIFICATION 510(X) SUMMARY

Applicant: HealthTronics Surgical Services, Inc.
1841 West Oak Parkway
Marietta, Georgia 30062
Telephone: 770-419-0691
Facsimile: 770-419-9490

DEC 2 3 2002

Manufacturer; HMT High Medical Technologies, AG

Lengwil, Switzerland

Official Contact: Peter Weiman
Manager of Clinical Programs

HealthTronics Surgical Services, Inc.

The LithoDiamond is indicated for use in patients with renal and upper ureteral calculi between

4m and 20mm in size.

This device is substantially equivalent to the predicate device, the LithoTron (P970019), also
manufactured by HMT. The primary difference in the devices is that the LithoDiamond has a

new imaging system.

The equivalence argument in the 510(k) was supported by bench data (as outlined in FDA’s
“Guidance for the Content of Premarket Notifications (510(k)s) for Extracorporeal Shock Wave
Lithotripters Indicated for the Fragmentation of Kidney and Ureteral Calculi.” (August 9, 2000)),
Detailed shock wave characteristics as well as safety data were presented in the 510(k). An initial

report on the imaging system (x-ray component) is also on file at FDA.
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TRANSFER AGREEMENT

In consideration of the needs of the residents of the area served by both the institutions herein named, this

Agreement is entered intq as of this the lﬁ day of g;g[] \ , 201;(“E£fective Date™) by and between,
(“Facility”) and University Health System, Inc., d/b/a University of

Tennessee Memorial Hospital (“UTMH™), each of which herein may be individually referred to as “Party” or
collectively as “Parties.”

WHEREAS, the Parties are health care facilities serving the health care needs of the residents of their
respective service areas; and

WHEREAS, a Party (“Transferring Facility”) may, from time to time, require the services of the other
Party (“Receiving Facility”) to assist with the provision of health care services to the patients served by
Transferring Facility;

NOW, THEREFORE, in consideration of the promises herein contained and for other good and valuable
consideration, the receipt and sufficiency of which are hereby acknowledged, the Parties hereto agree as follows:

1.0 Under this Agreement, the Receiving Facility will provide treatment and hospitalization for patients of the
Transferring Facility when said patients require acute inpatient services, on the conditions set forth in this
Agreement. Neither Transferring Facility nor Receiving Facility shall make any decision regarding the
transfer or reception of a patient in a discriminatory, arbitrary or capricious manner or in the case of an
emergency on the basis of a patient’s insurance status or other ability to make payment. However, this
shall in no way require either Party to accept nonemergent patients for transfer when the Receiving Facility
is not in patient’s managed care organization’s (“MCO") provider network (“Network™) or for whom the
Receiving Facility cannot work out other arrangements with MCO, provided however that there is a facility
which is in Network that is willing to accept patient.

2.0 This Agreement shall be governed by, and services performed hereunder shall be provided in a manner
consistent with, Tennessee and applicable Federal laws and/or regulations, without regard to principles of
conflicts of law. This includes, but is not limited to, the provisions of the Emergency Medical Treatment
and Active Labor Act (“EMTALA™), 42 USCA §1395dd; Tennessee law regarding patient transfer, TCA
68-11-701-705; EMTALA regulations, 42 CFR 489.24; and Tennessce regulation governing patient
transfers, Tenn. Reg. §1200-8-1-.05. This provision shall survive the termination of this Agreement.

3.0 The Transferring Facility assumes responsibility for assuring that the patient is transferred using the
appropriate method of transportation and is accompanicd by the appropriate personnel and equipment
during the transfer. The Transferring Facility assumes responsibility for arrangements for and cost of such
transportation, personnel and equipment.

4,0 The Transferring Facility shall assure that the relevant portions of patient’s medical record and other
relevant information needed to continue the care of the patient are sent with the patient on transport.

5.0 The Receiving Facility agrees to accept the patient for prompt evaluation and, within its capabilities and
resources, provide care as indicated afier acceptance of patient by a physician at Receiving Facility,
contingent upon available space, personnel and resources. The Transferring Facility shall bear no
responsibility for the care and treatment provided to any patient after arrival at the Receiving Facility. The
Receiving Facility shall bear no responsibility for the care and treatment provided to any patient prior to
arrival at the Receiving Facility.

6.0 It is agreed that services rendered by the Receiving Facility or the Transferring Facility shall be charged to
the patient and that neither shall be held responsible for payment of services rendered to the patient by the
other. The Parties shall cooperate in the provision of the information for each Party to bill for the services
provided by them, Each Party will use its best efforts to abide by all policies, regulations and contractual
obligations with regard to billing patients and/or third party payors for services it performs.
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7.0

8.0

9.0

10.0

11.0

12.0

Subject to all the transfer policies outlined in this Agreement, Transferring Facility agrees to accept the
return transfer of patient when:

7.1 Reasonably requested by Receiving Facility;

7.2 Patient is stable for transport;

7.3 Transfer is acceptable to the patient or, when necessary, acceptable to the patients legal designee;

7.4 A physician at Transferring Facility is willing to assume responsibility for the care and treatment of
patient; and

7.5 Transferring Facility has sufficient capabilities and resources to continue patient’s course of
treatment.

The Parties agree to promptly notify each other in writing of any incident, occurrence, or claim arising out
of or in connection with the transfer or medical treatment of a patient transferred under the Agreement and
to cooperate with each other in any investigation of said incident, occurrence, or claim.

Nothing contained in this Agreement shall be construed or deemed to create a relationship of employer and
employee, principal and agent, insured and insurer, partnership, joint venture, or any other relationship
other than that of independent parties, contracting with each other solely to carry out the purposes recited in
the Agreement.

Both Parties agree Lo maintain adequate liability coverage to cover themselves, their employees, contractors
and agents from any and all liability arising out of or related to the services provided pursuant to this
Agreement including, but not limited to, general and professional liability coverage. However, this
provision shall not be construed so as to prohibit the Parties from fulfilling this obligation with various
programs of insurance, self-insurance and/or self insured retention. This shall survive the expiration or
termination of this Agreement for any reason.

Either parly may terminate this Agreement upon thirty (30) days written notice to the other party. This
Agreement shall automatically terminate should either party fail to maintain licensure or certification as
provided by law or regulation.

Both Parties acknowledge that they may have access to confidential protected health information (“PHI”)
including, but not limited to, patient identifying information. The Parties agree that they (a) will not use or
further disclose PHI other than as permitted or required by this Agreement or as permitted or required by
law; (b) will protect and safeguard from any oral and written disclosure all confidential information
regardless of the type of media on which it is stored (e.g., paper, fiche, etc,) with which it may come into
contact; (c) will use appropriate safeguards to prevent use or disclosure of PHI other than as permitted by
this Agreement or required by law; (d) will ensure that any subcontractors and agents to which they may
provide PHI pursuant to the terms of this Agreement shall agree to all of the same restrictions and
conditions to which the Parties are bound; (e) will report to the other Party any unauthorized use or
disclosure immediately upon becoming aware of it; (f) will make available PHI in accordance with 45 CFR
§ 164.524; (g) will make available PHI for amendment and incorporate any amendments to PHI in
accordance with 45 CFR § 164.526; (h) will make available the information required to provide an
accounting of disclosures in accordance with 45 CFR § 528; (i) will make its internal practices, books and
records relating to the use and disclosure of PHI received from, or crealed or received by one Party on
behalf of, the other available to the Secretary of Health and Human Services, governmental officers and
agencies and the other Party for purposes of determining compliance with 45 CFR §§ 164.500-534; (j)
upon termination of this Agreement, for whatever reason, will return or destroy all PHI, if feasible,
received from, or created or received by it on behalf of, the other Party which the other Party maintains in
any form, and retain no copies of such information, or if such return or destruction is not feasible, extend
the precautions of this Agreement to the information and limit further uses and disclosures to those
purposes that make the return or destruction of the information infeasible; and (k) will comply with all
applicable laws and regulations, specifically including the private and security standards of the Health
Insurance Portability and Accountability Act of 1996 (“HIPAA™), as amended from time to time. The
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13.0

14.0

15.0

16.0

17.0

18.0

19.0

Date.

Parties agree that any violation of HIPAA with respect to any patient’s PHI may result in the termination of
this Agreement and/or legal action.

This Agrecment is intended solely for the benefit of UTMH and Facility. All other parties, named or
unnamed in this Agreement, shall have no rights or remedies under this Agreement.

If any provision of this Agreement is held to be illegal or invalid for any reason, such illegality or invalidity
shall not affect the remaining portions of this Agreement unless such illegality or invalidity prevents
accomplishment of the goals, objectives, or purposes of the Agreement.

Any waiver of past breach, default, deficient perf'ormance or otherwise, even on multiple occasions, shall
not be considered as a waiver of any rights or remedies at law or equity in any future circumstance
regardless of similarity to past instances.

Until the expiration of four (4) years after the furnishing of services pursuant to this Agreement or any
greater length of time as may be required by applicable federal statute or regulation, the Parties shall make
available upon written request from the other Party or the Secretary of the United States Department of
Health and Human Services, or upon request of the Comptroller General of the United States or any of their
duly authorized representatives, this Agreement and books, documents, and records of that are necessary (0
certify the nature and extent of costs and services provided under this Agreement.

The Parties enter into this Agreement with the intent of conducting their relationship in full compliance
with applicable state, local and federal law, including the Medicare/Medicaid anti-kickback/Fraud and
Abuse provisions. Notwithstanding any unanticipated effect of any provisions herein, neither Party will
intentionally conduct itself under the terms of this Agreement in a manner to constitute a violation of said
statutes.

Any requirements imposed under applicable law or regulation as in effect from time to time, shall, where
inconsistent with any provision of this Agreement, be controlling and shall govern rights of the Parties
hereto. Any such provisions under applicable law or regulation which will supersede or invalidate any
provisions hereof shall not affect (he validity of this Agreement and the remaining provisions hereof, unless
such a change would prevent the accomplishment of the objectives and purposes of this Agreement as sct
forth herein.

No revision in or amendment to this Agreement shall be valid unless such revision or amendment is in
writing and executed by all Parties hereto.

IN WITNESS WHEREOF, the Parties have entered into this Agreement to be effective as of Effective

FACILITY: UTMH:

BY:

TITLE

DATE:

| University Health System, Inc.
_L[“)i')\ \0'\:‘}&, mm&L\CO,L Cﬂ 1@1 d/b/a University of Tennessee Memorial Hospital

e . e
' - 5

; Y
I\ 7 \ ’)_'4{“---.-@"'”
':;,nL‘/—"[" - C

/ BY: !
f

&60 Gary Thomas
! TITLE: Vice President, Compliance and Administration

4 / [ k!/ (5 DATE: March 31, 2015
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July 31, 2015

Ms. Melanie Hill

Executive Director

Tennessee Health Services and Development Agency
500 Deaderick Street, 9™ Floor

Nashville, TN 37243

Re: Funding Support for Certificate of Need Application LaFollette Medical Center-Lithotripsy

Dear Ms. Hill:

CHS / Community Health Systems, Inc., the parent of HMA Campbell County, LLC, d/b/a
LaFollette Medical Center, the entity which operates LaFollette Medical Center, has internal
funds available for the commitment to the following project, with an approximate project cost
of $793,782. CHS/Community Health Systems, Inc. had cash flow from operating activities of
$1,615 million in its fiscal year ending 12/31/14, and currently maintains a $1 billion revolving
credit facility with excess of $900 million as of 7/31/15 available to fund future cash needs.
CHS / Community Health Systems, Inc. is committed to this project and will advance funds as

necessary to complete this project.

Should you need anything further, | can be reached at 615-465-7015.

2 M\L\\T
Anita H. Passarella

Director Treasury Management, Finance

Cc: Wes Griffith
Chief Financial Officer
LaFallette Medical Center TN

23232868 v1 \\THO0 deshare\shared\shared\Einanc e\ FINANCE\ Lee\Special Projecis\2015\02 J015\Funding Lt - LaFollette Health Rehalbd 29 14.docx

Attachmen

t C, II,

L L L. Y



COMMUNITY HEALTH SYSTEMS, INC. AND SUBSIDIARIES
CONSOLIDATED STATEMENTS OF INCOME

Year Huded Degemiber 31,
2014 2013 2012
(in milllons, except shure and per share dats) )
Operating revenues (net of contractual allowances and disconnts) $ 21,561 $ 14,853 5 14747
Provision for bad debts 2922 2,034 1,914
Net opérating revenues 18,639 12,819 12,833

Operating costs and expenses:

Salariés and benefits 8,618 6,107 5,992

Supplies 2,362 1,975 1,953

Other opemating expenses 4322 2,818 2,507

Government settlement and related costs 101 102 -

Electronic health records incentive reimbursement 259) (162) (123)

Rent 434 279 264

Depreciation and amortization 1,106 771 714

Amortization of sofiware to be abandoned 15 — —

Total operating costs and experises 17,259 11,890 11,607

Income from operations 1380 929 1,226
Interest expense, net of interest income of $5, $3 and $3 in 2014, 2013 and 2012,

respectively 972 613 621
Loss from early extingnishment of debt 73 1 115
Equity in earnings of uncongolidated affiliates (48) 43) 42)
Impairment of long-lived esssts 41 12 10
Incomo from continuing operations before income taxes 342 346 522
Provision for income taxes 82 104 164
Tncome from continving operations 260 242 358
Discontinued operations, net of taxes: )

Loss from operations of entities sold orheld for sale (7) 1) (12)

Impaiment of hospitals sold orheld for sale (50) (4) -
Lot from discontinued operations, net of taxes (57 (25) (12)
Net income 203 217 346

Less Net income attiibutable to noncontrolling interests 111 76 80
Net income atiributable to Community Health Systers, Ino, stockholders b 92 $ 141 3 266
Basic earnings (loss) per shdre attributabié to Commuinity

Health Systems, Inc. common stockholders(l):

Continuing operations 8 133 3 1.80 $ 31

Discontinued opemations (0.51) 027 (0.13)

Net income b 0.82 $ 152 § 298
Diluted earnings (loss) per share attributable to Community

Health Systems, Inc. common stockholders(1):

Continuing operations 8 1.32 § 1.77 § 3.09

Discontinued operations 051) 0.27) 013)

Net iticome 5 0.82 § 1.51 b 2.96
Weighted-average number of shares outstanding

Basic 111,579,088 92,633,332 89,242,949

Diluted 112,549,320 93,815,013 89,806,937

(1) Total per share amounts may not add due to rounding.

See notes to the consolidated financial statements.
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fCa
COMMUNITY HEALTH SYSTEMS, INC. AND SUBSIDIARIES
CONSOLIDATED STATEMENTS OF COMPREHENSIVE INCOME
Year Endasl Detomber 31,
2014 2013 W1Z
(in mililons)
Net income £ 203 3 217 ¢+ § 346
Other comprehensive income (loss), net of income taxes:
Net change in fair value of interest fite swaps, uet of tax of $7, $34 and $26 for the years endsd
December 31, 2014, 2013 and 2012, respectively 13 60 46
Net change in fair velue of available-for-sale securities, net of tax — 2 3
Amortization and recognition of unrecognized pension cost components, net of tax (benefit) of $(9), $9
and $(3) for the yoars ended December 31, 2014, 2013 and 2012, respectively (9} 16 (10)
Other comprehensive income 4 78 39
Comprehensive income 207 295 ©385
Less: Comprehensive income aftributable to noncontrolling interests 111 76 80
Comprehensive income attributable to Commmnity Health Systems, Inc. stockholders $ 96 $ 219 § 305

See notes to the consolidated financial statements,
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Tabls ontents

COMMUNITY HEALTH SYSTEMS, INC. AND SUBSIDIARIES

CONSOLIDATED BALANCE SHEETS

ASBETS
Current assets:
Cash and caali equivalents

Palient aceounts receivable, ned of allowance for doubtful socounts of $3,504 ad $2,438 at December 31, 2014 and 2013, vespectively

Supphies
Prepaid income taxes
Defiered income taxea
Preprid exponeses and taxes
Othe chmrent £3acte (fncluding essetr of howpitals hald fin gale of $38 snd $40 st Decamber 31, 2014 and 2013, respectively)
Total ourrent £3scts
Froperty and equipment,
Land and improvements
Buildings and improvements
Bquipment end fixtires
Propotty end equipment, gross
Less accumuleted depreciation and amortization
Piopexty and squupment, net
Goodwill

Other atsels, net of accumulated amortization of 3827 ond 3535 6t December 31, 2014 and 2013 rewpectivly frcluding assets of hoy
December 31, 2014 and 2013, respectively)

Total assels

: LIABILITIES AND EQUITY
Current liebilities:
Cuticd maturitles of long-term debit
Accounts paysble
Defeared income taxes
Accrued UshiliHes:
Ewmployes compenaaion
Inlerest
Other (including habilities of hospitale held fbr sale of §10 and §24 at December 31, 2014 and 2013, rewpectively)
Tots) current ligbilities
Long-term debt
Deferreed income taxex
Other long-term Habilities
Total Halilitles
Redeemable noncontrolling mteresis 1 equity of vansolldated subsidiaries
o i and i) ies (Note 16)
EQUITY
Community Health Systoms, Inc. stockholders® equity:
Preferred ptock, $.01 per vatue per shars, 100,000,000 shares anthonzed; none isstied

Common stock, $.01 par value per share, 300,000,000 sharcs avthorized; 117,701,087 shares issued md 116,725,538 shores outstanding et December 31, 2014, end 95,987,032

shares issned and 95,011,483 shure outslending et Decenber 31, 2013

Additional pedd-in capital

Treasury stock, et cost, 975,549 shareg pt Deccmmber 31, 2014 sod 2013
Aceumulated other comjd locs

Retained esrmnings

Total Community Health Syaterns, Tne stockholders' equity
Nencontralling interests in equity of consolidated subsidiaries
Total equity
Total liabilities and equity

See notes to the consolidated financial staterents.
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Iy held for sale of $90 and $94 at

Degember 31
201
{In miltfone,
except shave data)

% 509 § ™M

3,409 2,323
557 mn
a0 107
341 10
192 127
528 345
5,566 3,747
946 623
B.791 6,225
4,527 3,614

1,293 949
23 3
955 690
227 12
56 5317
3,589 2,458
16,681 5286
845 906
1,692 977
22,807 13,627
331 358

1 1
2,005 1256
@ ]
63) (67)
1,977 1,88%
4,003 3,068
80 64
4,083 3,132
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Campbell County HMA, LL.C
Organization ID: 3915
923 East Central AvenuelLa Follette, TN 37766

Accreditation Activity - 45-day Evidence of Standards Compliance Form
Due Date: 8/10/2014

B U L VAV — P — ra— T -

The hospital inspects, tests, and maintains emergency power
systems. Note: This standard does not require hospitals to have
the types of emergency power equipment discussed below.
HAP  Standard EC.02.05.07 However, if these types of equipment exist within the building,
then the following maintenance, testing, and inspection
requirements apply.

R [EERT e - — ey —— —_——— e

Findings: EP 5 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to ensure
an acceptable level of safety and quality. This Standard is NOT MET as evidenced by: Observed in
Document Review at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the document Review on 6/17/ 14, there was not a
30% load test run on the main hospital generator for the month of July 2013. While the monthly test
was completed it did not reach the required 30% of the nameplate of the generator (200amps of
600amps) Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for the Hospital deemed service. OBSERVED during the document Review on
6/1'7/14, there was not a 30% load test run on the main hospital generator for the month of October
2013. While the monthly test was completed it did not reach the required 30% of the nameplate of
the generator (200 amps of 600 amps) EP 6 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and
equipment must be maintained to ensure an acceptable level of safety and quality. This Standard is
NOT MET as evidenced by: Observed in Document Review at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the
document Review on 6/17/14, the hospital performed each of it's three transfer tests each month.
However they did not record the transfer times as required. They had never done this so none of their
testing records showed any transfer times.

Elements of Performance:

5. The monthly tests for diesel-powered emergency generators are conducted with a dynamic load that is at
least 30% of the nameplate rating of the generator or meets the manufacturer’s recommended prime movers’
exhaust gas temperature. If the hospital does not meet either the 30% of nameplate rating or the recommended
exhaust gas temperature during any test in EC.02.05.07, EP 4, then it must test the emergency generator once
every 12 months using supplemental (dynamic or static) loads of 25% of nameplate rating for 30 minutes,
followed by 50% of nameplate rating for 30 minutes, followed by 75% of nameplate rating for 60 minutes, for
a fotal of 2 continuous hours. Note: Tests for non—diesel-powered generators need only be conducted with
available load.

Scoring Category: A

Corrective Action Taken:
WHO:

The Plant Operations Manager is ultimately responsible for the corrective action and for overall and ongoing
Attachment C, 11,

) .. e e o _
https://apps.jointcommission.org/CO-ESC MOS/Report.aspx?Event=39337083 Ovidorbo P 2 =



Page2 of 7

compliance.

WHAT:

The "EC.02.05.07.1-10 - Emergency Power Systems" policy and forms has replaced our old policy "Conditions
for Load Testing Emergency Generators" and forms effective 08/01/2014. The "Emergency Power Systems”
policy was taken before the Safety Committee and approved on 07/31/2014. Monthly generator checks have
been added to the PM system. Engineering personnel will be educated on the new policy and forms effective
immediately and this policy and forms will be gone over in new employee orientation.

WHEN:

We implemented the new policy "EC.02.05.07.1-10 - Emergency Power Systems" and forms,effective
08/01/2014, this was approved by the Safety Committee on 07/31/2014. Engineering personnel will be
educated on the new policy and forms by 08/08/14 via unit meeting. A copy of the new policy and forms were
given to the Plant Operations Manager review with staff not present during the unit meeting. The first generator
test under policy "EC.02.05.07.1-10 - Emergency Power Systems" according to the new policy/forms was
successfully completed on 08/04/14.

HOW:

The Plant Operations Manager will report monthly generator load tests and annual load bank tests to the Safety
Committee for one year. The monthly generator checks have been added to the PM system.

R e e T el o

The hospital inspects, tests, and maintains medical gas and
vacuum systems. Note: This standard does not require hospitals to
have the medical gas and vacuum systems discussed below.
However, if a hospital has these types of systems, then the
following inspection, testing, and maintenance requirements

apply.

HAP Standard EC.02.05.09

Findings: EP 1 Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the building tour on 6/18/2014, the organization could not produce any
records to show that the medical gas master alarm panel in the emergency department had been tested
since 2011. The only document available to the surveyor was a report from the bulk oxygen supplier
stating that ALL ALARMS HAD BEEN TESTED. This document had no inventory attached to it, no
description of a testing interval or the testing procedure. EP 3 Observed in Building Tour at
LaFollette Medicat Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/17/14, the bulk oxygen storage tank had a source valve that was not labeled as a
source valve nor did it indicate what the valve served.

Elements of Performance:

1. In time frames defined by the hospital, the hospital inspects, tests, and maintains critical components of piped
medical gas systems, including master signal panels, area alarms, automatic pressure switches, shutoff valves,
flexible connectors, and outlets. These activities are documented. (See also EC.02.05.01, EP 3)

Scoring Category: A

Corrective Action Taken:

WHO:

The Plant Operations Manager and Director of Respiratory Care Services are ultimately responsible for the
corrective action and for overall and ongoing compliance.

WHAT:

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?Event=39337083 8/10/2015
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The policy "EC.02.05.09.1-3 - Piped Medical Gas and Vacuum Systems" was developed, approved, and
implemented on 07/31/2014 by the Safety Committee. The education of all engineering and respiratory care
personnel began immediately via unit meetings. As per the policy, annual testing and inspection of piped
medical gases and vacuum systems will be completed. The annual inspection report will be reported to the
Safety Committee.

WHEN:

The "EC.02.05.09.1-3 - Piped Medical Gas and Vacuum Systems" policy was developed and approved on
07/31/2014 by the Safety Committee. The education of engineering and respiratory care personnel was done by
the Plant Operations Manager and Director of Respiratory Services via unit meetings and was completed on
08/08/14. The vendor was contacted to request the first annual inspection of the piped medical gas and vacuum
system on 07/30/14. The annual inspection of piped medical gas and vacuum systems were completed on
08/08/14.

HOW:

The Plant Operations Manager will maintain the yearly report from the vendor and this will be reported yearly
through the Safety Committee meeting. Any deficiencies detailed in the report will be completed immediately
and any re-testing will be conducted after corrections are made.

A pharmacist reviews the appropriateness of all medication
SEANGaraiin:000 108 orders for medications to be dispensed in the hospital.

HAP

Findings: EP 8 Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. Observed po and IV PRN orders for Zofran without an indication which to formulation to
give first. Observed in Tracer Activities at LaFollette Medical Center (923 East Central Ave,, La
Follette, TN) site. Observed po and IV PRN orders for lorazepam without an indication which to give
first

Elements of Performance:

8. All medication orders are reviewed for the following: Therapeutic duplication.

Scoring Category: C

Corrective Action Taken:

WHO:

The Director of Pharmacy is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The "Safe Administration of Medications and Reducing the Risk of Over Medicating by PRN Medications in
same Therapeutic Classes" policy was reviewed and revised on 07/31/14. Physician Order sets were also
reviewed and revised to assure there were no therapeutic duplication(s) 07/31/14. The policy was approved by
the Pharmacy and Therapeutic Committee on 07/31/14, and Medical Executive Committee on 08/06/14. The
education of pharmacy staff was completed via unit meeting on 07/31/14. The education of physicians was
completed 08/08/14 during Medical Executive Committee and Medical Staff meeting by the Director of
Pharmacy. New physicians will be educated during initial facility or orientation.

WHEN:

The "Safe Administration of Medications and Reducing the Risk of Over Medicating by PRN Medications in
same Therapeutic Classes" policy was reviewed and revised on 07/31/14, Physician order sets were also
reviewed and revised to assure there were no therapeutic duplication(s) on 07/31/14. The policy and physician

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?Event=39337083 8/10/2015
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order set(s) revisions were approved by the Pharmacy and Therapeutic Committee on 07/31/14, and Medical
Executive Committee on 08/06/14. The education of pharmacy staff was completed via unit meeting on
07/31/14. The education of physicians was completed 08/08/14 during Medical Executive Committee and
Medical Staff meeting by the Director of Pharmacy. New physicians will be educated during initial facility or
orientation.

HOW:

The Director of Pharmacy will audit 30 charts per month for four months with a compliance rate of 90% or
better.

Evaluation 1. Sample size: Based on Average Daily Census of 37, 30 records will be selected using random
Method: selection. 2. The records will be randomly selected by running a list of discharged patient, then

selecting every 3rd record until 30 charts are identified. 3. This will be monitored monthly for
four consecutive months. 4. The denominator equals the total number of orders reviewed that
contain potential or actual therapeutic duplication. 5. The numerator equals the number of orders
where medications are correctly ordered without therapeutic duplication. 6. The data will be
reported monthly to the Pharmacy and Therapeutics's Committee by the Director of Pharmacy,
and forwarded to the Quality Department.

Measute of
Success Goal 90
(%):

The organized medical staff oversees the quality of patient care,
HAP Standard MS.03.01.01 treatment, and services provided by practitioners privileged
through the medical staff process.

Findings: EP 2 §482.12(a)(5) - (A-0049) - [The governing body must:] (5) Ensure that the medical staff is
accountable to the governing body for the quality of care provided to patients; This Standard is NOT
MET as evidenced by: Observed in Competency Session at LaFollette Med Ctr Jacksboro Clinic
(3170 Appalachian Highway, Suite 5, Jacksboro, TN) site for the Hospital deemed service. observed
LIPs (nurse practitioner and physician assistant) performing duties such as physical
assessments ,interpretations, histories, physicals, and exercising prescriptive authority in out-patient
clinics. No privileges were granted however, to practice as an LIP in either instance. Interviews with
human resources states that they did not believe credentialing was required as these LIPs do not
practice at the physical location of the hospital. Both clinics were surveyed under HAP standards and
operate under the same CCN and same HCO as the main hospital.

Elements of Performance:

2. Practitioners practice only within the scope of their privileges as determined through mechanisms defined by
the organized medical staff.

Scoring Category: A

Corrective Action Taken:

WHO:

The Regional Medical Staff Coordinator is ultimately responsible for the corrective action and for overall and
ongoing compliance.

WHAT:

The completed applications for the 2 off-site allied health providers were forwarded to the Regional Medical
Staff Coordinator on July 21, 2014 for the Physician Assistant and on July 25, 2014 for the Nurse Practitioner to

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?Eveni=39337083 8/10/2015
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start the credentialing process. Our facility is now working with Team Physician Services, Physician
Management Entity and Director of Operations & Finance/Tennessee Division, Physician Network with all new
physicians and/or extended providers with credentialing forwarded to the medical staff coordinator. All
Physician Assistants and Nurse Practitioners are required to be credentialed by the Governing Board prior to
performing duties.

WHEN:

Applications for the Physician Assistant and Nurse Practitioner were completed on July 25, 2014.

HOW:

All Physician Assistants and Nuzse Practitioners will be required to credentialed initially; and re-credentialed
every 2 years. '

Pt e Cm— b s e e e g ¥ et

Maintain and communicate accurate patient medication
information.

HAP Standard NPSG.03.06.01

Findings: EP 4 Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. The medical record for a patient who had undergone a ophthalmic surgical procedure
documented three medications identified at time of admission on the medication reconciliation list.
The family physician's history listed six medications in current use. At the time of discharge only
three medications were mentioned in the discharge instructions and the record did not document when
the next doses were to be taken. Nurses indicated that they had discussed the next doses with the
patient at the time of discharge, but did not retain a copy of the information that they provided to the
patient. Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site. The medical record of a patient was reviewed on the day of discharge from the
hospital. Two of six medications listed on the admission medication reconciliation list were not
referred to at the time of discharge regarding whether or not they were to be taken or when they were
to be taken. Nurses indicated that they had discussed four of the six, the ones that they were aware of,

but had not documented the discussion.

Elements of Performance:

4. Provide the patient (or family as needed) with written information on the medications the patient should be
taking when he or she is discharged from the hospital or at the end of an outpatient encounter (for example,
name, dose, route, frequency, purpose). Note: When the only additional medications prescribed are for a short
duration, the medication information the hospital provides may include only those medications. For more
information about communications to other providers of care when the patient is discharged or transferred, refer

to Standard PC.04.02.01.

Scoring Category: C

Corrective Action Taken:

WHO:

The Director of Pharmacy is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The "Medication Reconciliation on Patient Admissions, Transfers Across the Continuum of Care upon
Discharge, and Documentation Guidelines For" policy was reviewed and revised on 07/31/14 by the Pharmacy
and Therapeutics Committee to include comparison of the medication reconciliation form to the history and
physical in the outpatient surgery setting. Education to surgical staff was completed on 08/08/14 via staff
meeting and a copy of the new policy given to the Manager of Surgical Services to review with staff not present

https://apps.jointcommission.org/CQO-ESC-MOS/Report.aspx ?Event=39337083 8/10/2015
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at meetings. There were no changes made to the Medication Reconciliation Form.

WHEN:

The "Medication Reconciliation on Patient Admissions, Transfers Across the Continoum of Care upon
Discharge, and Documentation Guidelines For" policy was reviewed and revised on 07/31/14 by the Pharmacy
and Therapeutics Committee to include comparison of the medication reconciliation form to the history and
physical in the outpatient surgery setting. Education to surgical staff was completed on 08/08/14 via staff
meeting and a copy of the new policy given to the Manager of Surgical Services to review with staff not present
at meetings. There were no changes made to the Medication Reconciliation Form.

HOW:
The Director of Pharmacy will audit 30 charts per month for four months with a compliance rate of 90% or
better.

Evaluation 1. Sample size: Based on Average Daily Census of 37, 30 records will be selected using random
Method: selection. 2. The records will be randomly selected by running a list of discharged patient, then
selecting every 3rd record until 30 charts are identified. 3. This will be monitored monthly for
four consecutive months. 4. The denominator equals the total number of opportunities in the
chart, if medication reconciliation was done 4 times in a chart, that chart has four (4)
opportunities. 5. The numerator equals the number of performance(s) done correctly, if the chart
had four (4) medication reconciliations in a chart, all four (4) were done correctly. 6. The data
will be reported monthly to the Pharmacy and Therapeutics's Committee by the Director of
Pharmacy.
Measure of

Success Goal 90
{%):

e P

The hospital honors the patient's right to give or withhold
informed consent.

HAP Standard RI.01.03.01

Findings: EP 11 §482.13(b)(2) - (A-0131) - (2) The patient or his or her representative (as allowed under State
law) has the right to make informed decisions regarding his or her care. The patient's rights include
being informed of his or her health status, being involved in care planning and treatment, and being
able to request or refuse treatment. This right must not be construed as a mechanism to demand the
provision of treatment or services deemed medically unnecessary or inappropriate. This Standard is
NOT MET as evidenced by: Observed in Individual Tracer at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. The hospital's informed consent
policy did not include a requirement that there be a discussion regarding the risks related to not
receiving the proposed care, treatment and services. Three cases of surgical care were reviewed
containing detailed descriptions of the risks, benefits and alternatives of the proposed procedure, but
not the risk of not performing the procedure. These included cases of carotid endarterectomy, cataract
removal, and peripheral arterial bypass.

Elements of Performance:

11. The informed consent process includes a discussion about reasonable alternatives to the patient's proposed
care, treatment, and services. The discussion encompasses risks, benefits, and side effects related to the
alternatives and the risks related to not receiving the proposed care, treatment, and services.

Scoring Category: A

Corrective Action Taken:
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WHO:
The Quality Manager is ultimately responsible for the corrective action and for overall and ongoing compliance.

WHAT:

The informed consent "Surgery/Special Procedure/Anesthesia” was reviewed and revised on 07/25/14. The
"Informed consent” policy was reviewed and revised on 07/25/14. The wording on the consent was changed to
"The nature, purpose, benefits, risks, side effects, likelihood of achieving goals, potential problems that might
occur during recuperation, risks for not receiving the proposed care, treatment, and services, and alternatives of
the proposed operation/procedure, including the risks, benefits, and side effects related to the alternatives have
been fully explained to me by my physician including, but not limited to...". The consent/policy was approved
by the Operative Committee on 07/28/14, and Medical Executive Committee on 08/06/14. The education of
physicians was completed on 08/08/14 through Medical Executive Committee, Medical Staff Meeting and
Operative Case Committee. The staff was completed on 08/08/14 via unit meetings and a copy of the new policy
and consent given to Medical Surgical/ICU/ED/Surgery managers to review with staff not present in meetings.

WHEN:

The informed consent "Surgery/Special Procedure/Anesthesia” was approved by the Operative Committee on
07/28/14 and Medical Executive Committee on 08/06/14. The education of physicians was completed on
08/08/14 through Medical Executive Committee, Medical Staff Meeting and Operative Case Committee. The
staff was completed on 08/08/14 via unit meetings and a copy of the new policy and consent given to Medical
Surgical/ICU/ED/Surgery managers to review with staff not present in meetings.

HOW:

The Quality Manager will monitor compliance: 1. Sample size: Based on Average Daily Census of 37, 30
records will be selected using random selection. 2. The records will be randomly selected by running a list of
discharged patient, then selecting every 3rd record until 30 charts are identified. 3. This will be monitored
monthly for four consecutive months. 4, The denominator equals the total number of operative permits
reviewed. 5. The numerator equals the number of records in which the operative permits were completed
correctly. 6. The data will be reported quarterly to the Operative Committee and PI Committee with a
compliance of 90% or better by the Director of Quality.
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Campbell County HMA, LLC
Organization ID: 3915
923 East Central AvenuelLa Follette, TN 37766

Accreditation Activity - 45-day Evidence of Standards Compliance Form
Due Date: 8/10/2014

The hospital inspects, tests, and maintains emergency power
systems. Note: This standard does not require hospitals to have
the types of emergency power equipment discussed below.

HAR  [SEndardiEe.02:05:07 However, if these types of equipment exist within the building,
then the following maintenance, testing, and inspection
requirements apply.

Findings: EP 5 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to ensure
an acceptable level of safety and quality. This Standard is NOT MET as evidenced by: Observed in
Document Review at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the document Review on 6/17/14, there was not a
30% load test run on the main hospital generator for the month of July 2013. While the monthly test
was completed it did not reach the required 30% of the nameplate of the generator (200amps of
600amps) Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for the Hospital deemed service. OBSERVED during the document Review on
6/17/14, there was not a 30% load test run on the main hospital generator for the month of October
2013. While the monthly test was completed it did not reach the required 30% of the nameplate of
the generator (200 amps of 600 amps) EP 6 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and
equipment must be maintained to ensure an acceptable level of safety and quality. This Standard is
NOT MET as evidenced by: Observed in Document Review at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the
document Review on 6/17/14, the hospital performed each of it's three transfer tests each month.
However they did not record the transfer times as required. They had never done this so none of their
testing records showed any transfer times.

Elements of Performance:

5. The monthly tests for diesel-powered emergency generators are conducted with a dynamic load that is at
least 30% of the nameplate rating of the generator or meets the manufacturer’s recommended prime movers’
exhaust gas temperature. If the hospital does not meet either the 30% of nameplate rating or the recommended
exhaust gas temperature during any test in EC.02.05.07, EP 4, then it must test the emergency generator once
every 12 months using supplemental (dynamic or static) loads of 25% of nameplate rating for 30 minutes,
followed by 50% of nameplate rating for 30 minutes, followed by 75% of nameplate rating for 60 minutes, for
a total of 2 continuous hours. Note: Tests for non—diesel-powered generators need only be conducted with
available load.

Scoring Category: A

Corrective Action Taken:
WHO:

The Plant Operations Manager is ultimately responsible for the corrective action and for overall and ongoing

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx ?Event=39337083 8/10/2015



Page 2 of 7

compliance.

WHAT:

The "EC.02.05.07.1-10 - Emergency Power Systems" policy and forms has replaced our old policy "Conditions
for Load Testing Emergency Generators" and forms effective 08/01/2014. The "Emergency Power Systems"
policy was taken before the Safety Committee and approved on 07/31/2014. Monthly generator checks have
been added to the PM system. Engineering personnel will be educated on the new policy and forms effective
immediately and this policy and forms will be gone over in new employee otientation,

WHEN:

We implemented the new policy "EC.02.05.07.1-10 - Emergency Power Systems” and forms,effective
08/01/2014, this was approved by the Safety Committee on 07/31/2014. Engineering personnel will be
educated on the new policy and forms by 08/08/14 via unit meeting. A copy of the new policy and forms were
given to the Plant Operations Manager review with staff not present during the unit meeting. The first generator
test under policy "EC.02.05.07.1-10 - Emergency Power Systems" according to the new policy/forms was
successfully completed on 08/04/14.

HOW:

The Plant Operations Manager will report monthly generator load tests and annual load bank tests to the Safety
Committee for one year. The monthly generator checks have been added to the PM system.

The hospital inspects, tests, and maintains medical gas and
vacuum systems. Note: This standard does not require hospitals to
have the medical gas and vacuum systems discussed below.
However, if a hospital has these types of systems, then the
following inspection, testing, and maintenance requirements
apply.

HAP Standard EC.02.05.09

Findings: EP 1 Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the building tour on 6/18/2014, the organization could not produce any
records to show that the medical gas master alarm panel in the emergency department had been tested
since 2011. The only document available to the surveyor was a report from the bulk oxygen supplier
stating that ALL. ALARMS HAD BEEN TESTED. This document had no inventory attached to it, no
description of a testing interval or the testing procedure. EP 3 Observed in Building Tour at
LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/17/14, the bulk oxygen storage tank had a source valve that was not labeled as a
source valve nor did it indicate what the valve served.

Elements of Performance:

1. In time frames defined by the hospital, the hospital inspects, tests, and maintains critical components of piped
medical gas systems, including master signal panels, arca alarms, automatic pressure switches, shutoff valves,
flexible connectors, and outlets. These activities are documented. (See also EC.02.05.01, EP 3)

Scoring Category: A

Corrective Action Taken:

WHO:

The Plant Operations Manager and Director of Respiratory Care Services are ultimately responsible for the
cotrective action and for overall and ongoing compliance.

WHAT:
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The policy "EC.02.05.09.1-3 - Piped Medical Gas and Vacuum Systems” was developed, approved, and
implemented on 07/31/2014 by the Safety Committee. The education of all engineering and respiratory care
personnel began immediately via unit meetings. As per the policy, annual testing and inspection of piped
medical gases and vacuum systems will be completed. The annual inspection report will be reported to the
Safety Committee.

WHEN:

The "EC.02.05.09.1-3 - Piped Medical Gas and Vacuum Systems" policy was developed and approved on
07/31/2014 by the Safety Committee. The education of engineering and respiratory care personnel was done by
the Plant Operations Manager and Director of Respiratory Services via unit meetings and was completed on
08/08/14. The vendor was contacted to request the first annual inspection of the piped medical gas and vacuum
system on 07/30/14. The annual inspection of piped medical gas and vacoum systems were completed on
08/08/14.

HOW:

The Plant Operations Manager will maintain the yearly report from the vendor and this will be reported yearly
through the Safety Committee meeting. Any deficiencies detailed in the report will be completed immediately
and any re-testing will be conducted after corrections are made.

A pharmacist reviews the appropriateness of all medication
orders for medications to be dispensed in the hospital.

HAP Standard MM.05.01.01

Findings: EP 8 Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. Observed po and IV PRN orders for Zofran without an indication which to formulation to
give first. Observed in Tracer Activities at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site. Observed po and IV PRN orders for lorazepam without an indication which to give
first

Elements of Performance:

8. All medication orders are reviewed for the following: Therapeutic duplication.

Scoring Category: C

Corrective Action Taken:

WHO:

The Director of Pharmacy is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The "Safe Administration of Medications and Reducing the Risk of Over Medicating by PRN Medications in
same Therapeutic Classes" policy was reviewed and revised on 07/31/14. Physician Order sets were also
reviewed and revised to assure there were no therapeutic duplication(s) 07/31/14. The policy was approved by
the Pharmacy and Therapeutic Committee on 07/31/14, and Medical Executive Committee on 08/06/14. The
education of pharmacy staff was completed via unit meeting on 07/31/14. The education of physicians was
completed 08/08/14 during Medical Executive Committee and Medical Staff meeting by the Director of
Pharmacy. New physicians will be educated during initial facility or orientation.

WHEN:

The "Safe Administration of Medications and Reducing the Risk of Over Medicating by PRN Medications in
same Therapeutic Classes" policy was reviewed and revised on 07/31/14. Physician order sets were also
reviewed and revised to assure there were no therapeutic duplication(s) on 07/31/14, The policy and physician
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order set(s) revisions were approved by the Pharmacy and Therapeutic Committee on 07/31/14, and Medical
Executive Committee on 08/06/14. The education of pharmacy staff was completed via unit meeting on
07/31/14. The education of physicians was completed 08/08/14 during Medical Executive Committee and
Medical Staff meeting by the Director of Pharmacy. New physicians will be educated during initial facility or

orientation.

HOW:
The Director of Pharmacy will audit 30 charts per month for four months with a compliance rate of 90% or

better.

Evaluation 1, Sample size: Based on Average Daily Census of 37, 30 records will be selected using random
Method: selection. 2. The records will be randomly selected by running a list of discharged patient, then

selecting every 3rd record until 30 charts are identified. 3. This will be monitored monthly for
four consecutive months. 4. The denominator equals the total number of orders reviewed that
contain potential or actual therapeutic duplication. 5. The numerator equals the number of orders
where medications are correctly ordered without therapeutic duplication. 6. The data will be
reported monthly to the Pharmacy and Therapeutics's Committee by the Director of Pharmacy,
and forwarded to the Quality Department.

Measure of
Success Goal 90
(%):

Peta— — trmmamn e o —

The organized medical staff oversees the quality of patient care,
HAP Standard MS.03.01.01 treatment, and services provided by practitioners privileged
through the medical staff process.

Findings: EP 2 §482.12(a)(5) - (A-0049) - [The governing body must:] (5) Ensure that the medical staff is
accountable to the governing body for the quality of care provided to patients; This Standard is NOT
MET as evidenced by: Observed in Competency Session at LaFollette Med Ctr Jacksboro Clinic
(3170 Appalachian Highway, Suite 5, Jacksboro, TN) site for the Hospital deemed service. observed
LIPs (nurse practitioner and physician assistant) performing duties such as physical
assessments ,interpretations, histories, physicals, and exercising prescriptive authority in out-patient
clinics. No privileges were granted however, to practice as an LIP in either instance. Interviews with
human resources states that they did not believe credentialing was required as these LIPs do not
practice at the physical location of the hospital. Both clinics were surveyed under HAP standards and
operate under the same CCN and same HCO as the main hospital.

Elements of Performance:

2. Practitioners practice only within the scope of their privileges as determined through mechanisms defined by
the organized medical staff.

Scoring Category: A

Corrective Action Taken:

WHO:
The Regional Medical Staff Coordinator is ultimately responsible for the corrective action and for overall and

ongoing compliance.
WHAT:

The completed applications for the 2 off-site allied health providers were forwarded to the Regional Medical
Staff Coordinator on July 21, 2014 for the Physician Assistant and on July 25, 2014 for the Nurse Practitioner to
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start the credentialing process. Our facility is now working with Team Physician Services, Physician
Management Entity and Director of Operations & Finance/Tennessee Division, Physician Network with all new
physicians and/or extended providers with credentialing forwarded to the medical staff coordinator. All
Physician Assistants and Nurse Practitioners are required to be credentialed by the Governing Board prior to

petforming duties.

WHEN:

Applications for the Physician Assistant and Nurse Practitioner were completed on July 25, 2014.

HOW:

All Physician Assistants and Nurse Practitioners will be required to credentialed initially; and re-credentialed
every 2 years.

Maintain and communicate accurate patient medication
information.

HAP Standard NPSG.03.06.01

Findings: EP 4 Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. The medical record for a patient who had undergone a ophthalmic surgical procedure
documented three medications identified at time of admission on the medication reconciliation list.
The family physician's history listed six medications in current use. At the time of discharge only
three medications were mentioned in the discharge instructions and the record did not document when
the next doses were to be taken. Nurses indicated that they had discussed the next doses with the
patient at the time of discharge, but did not retain a copy of the information that they provided to the
patient. Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site. The medical record of a patient was reviewed on the day of discharge from the
hospital. Two of six medications listed on the admission medication reconciliation list were not
referred to at the time of discharge regarding whether or not they were to be taken or when they were
to be taken. Nurses indicated that they had discussed four of the six, the ones that they were aware of,
but had not documented the discussion.

Elements of Performance:

4. Provide the patient (or family as needed) with written information on the medications the patient should be
taking when he or she is discharged from the hospital or at the end of an outpatient encounter (for example,
name, dose, route, frequency, purpose). Note: When the only additional medications prescribed are for a short
duration, the medication information the hospital provides may include only those medications. For more
information about communications to other providers of care when the patient is discharged or transferred, refer

to Standard PC.04.02.01.

Scoring Category: C

Corrective Action Taken:

WRHO:

The Director of Pharmacy is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The "Medication Reconciliation on Patient Admissions, Transfers Across the Continuum of Care upon
Discharge, and Documentation Guidelines For" policy was reviewed and revised on 07/31/14 by the Pharmacy
and Therapeutics Committee to include comparison of the medication reconciliation form to the history and
physical in the outpatient surgery setting. Education to surgical staff was completed on 08/08/14 via staff
meeting and a copy of the new policy given to the Manager of Surgical Services to review with staff not present
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at meetings. There were no changes made to the Medication Reconciliation Form.

WHEN:

The "Medication Reconciliation on Patient Admissions, Transfers Across the Continuum of Care upon
Discharge, and Documentation Guidelines For" policy was reviewed and revised on 07/3 1/14 by the Pharmacy
and Therapeutics Committee to include comparison of the medication reconciliation form to the history and
physical in the outpatient surgery setting. Education to surgical staff was completed on 08/08/14 via staff
meeting and a copy of the new policy given to the Manager of Surgical Services to review with staff not present
at meetings.There were no changes made to the Medication Reconciliation Form.

HOW:
The Director of Pharmacy will audit 30 charts per month for four months with a compliance rate of 90% or

better.

Evaluation 1. Sample size: Based on Average Daily Census of 37, 30 records will be selected using random
Method: selection. 2. The records will be randomly selected by running a list of discharged patient, then

selecting every 3rd record until 30 charts are identified. 3. This will be monitored monthly for
four consecutive months. 4. The denominator equals the total number of oppottunities in the
chart, if medication reconciliation was done 4 times in a chart, that chart has four (4)
opportunities. 5. The numerator equals the number of performance(s) done correctly, if the chart
had four (4) medication reconciliations in a chart, all four (4) were done correctly. 6. The data
will be reported monthly to the Pharmacy and Therapeutics's Committee by the Director of

Pharmacy.

Measure of
Success Goal 90
(%):

The hospital honors the patient's right to give or withhold
informed consent.

e r 4 Ada——— b = 8 rme et A T— e

HAP Standard RI1.01.03.01

Findings: EP 11 §482.13(b)(2) - (A-0131) - (2) The patient or his or her representative (as allowed under State
law) has the right to make informed decisions regarding his or her care. The patient's rights include
being informed of his or her health status, being involved in care planning and treatment, and being
able to request or refuse treatment. This right must not be construed as a mechanism to demand the
provision of treatment or services deemed medically unnecessary or inappropriate. This Standard is
NOT MET as evidenced by: Observed in Individual Tracer at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. The hospital's informed consent
policy did not include a requirement that there be a discussion regarding the risks related to not
receiving the proposed care, treatment and services. Three cases of surgical care were reviewed
containing detailed descriptions of the risks, benefits and alternatives of the proposed procedure, but
not the risk of not performing the procedure. These included cases of carotid endarterectomy, cataract

removal, and peripheral arterial bypass.

Elements of Performance:

11. The informed consent process includes a discussion about reasonable alternatives to the patient's proposed
care, treatment, and services. The discussion encompasses risks, benefits, and side effects related to the
alternatives and the risks related to not receiving the proposed care, treatment, and services.

Scoring Category: A

Corrective Action Taken:
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WHO:
The Quality Manager is ultimately responsible for the corrective action and for overall and ongoing compliance.

WHAT:

The informed consent "Surgery/Special Procedure/Anesthesia" was reviewed and revised on 07/25/14. The
"Informed consent" policy was reviewed and revised on 07/25/14. The wording on the consent was changed to
"The nature, purpose, benefits, risks, side effects, likelihood of achieving goals, potential problems that might
occur during recuperation, risks for not receiving the proposed care, treatment, and services, and alternatives of
the proposed operation/procedure, including the risks, benefits, and side effects related to the alternatives have
been fully explained to me by my physician including, but not limited to...". The consent/policy was approved
by the Operative Committee on 07/28/14, and Medical Executive Committee on 08/06/14. The education of
physicians was completed on 08/08/14 through Medical Executive Committee, Medical Staff Meeting and
Operative Case Committee. The staff was completed on 08/08/14 via unit meetings and a copy of the new policy
and consent given to Medical Surgical/ICU/ED/Surgery managers to review with staff not present in meetings.

WHEN:

The informed consent "Surgery/Special Procedure/Anesthesia" was approved by the Operative Committee on
07/28/14 and Medical Executive Committee on 08/06/14. The education of physicians was completed on
08/08/14 through Medical Executive Committee, Medical Staff Meeting and Operative Case Committee. The
staff was completed on 08/08/14 via unit meetings and a copy of the new policy and consent given to Medical
Surgical/ICU/ED/Surgery managers to review with staff not present in meetings.

HOW:

The Quality Manager will monitor compliance: 1. Sample size: Based on Average Daily Census of 37, 30
records will be selected using random selection. 2. The records will be randomly selected by running a list of
discharged patient, then selecting every 3rd record until 30 charts are identified. 3. This will be monitored
monthly for four consecutive months. 4. The denominator equals the total number of operative permits
reviewed. 5. The numerator equals the mumber of records in which the operative permits were completed
correctly. 6. The data will be reported quarterly to the Operative Committee and PI Committee with a
compliance of 90% or better by the Director of Quality.
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Campbell County HMA, LLC
Organization ID: 3915
923 East Central AvenuelLa Follette, TN 37766

Accreditation Activity - 60-day Evidence of Standards Compliance Form
Due Date: 8/25/2014

HAP Standard EC.02.05.01 The hospital manages risks associated with its utility systems.

Findings: EP 8 Observed in Building Tour at LaFoliette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the document Review on 6/17/14, the clectrical distribution panel next
to room 232 (large bottom panel) did not have any panel legend. Observed in Building Tour at
LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/18/14, the electrical distribution panel (Panel PNL"Y") located in room ER117
had breakers 22 and 24 marked as spare breakers. These two breakers were in the on position.

Elements of Performance:

8. The hospital labels utility system controls to facilitate partial or complete emergency shutdowns.

Scoring Category: A

Corrective Action Taken:

WHO:

The Plant Operations Manager is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The electrical distribution panel next to room 232 (large bottom panel)was labeled with a panel legend on
06/17/14, the day of discovery. The electrical distribution panel (Panel PNL"Y") located in room ER117 had
breakers 22 and 24 marked as spare breakers, the old labels were removed and the breaker were re-labeled
correctly on 06/18/14. Breakers 22 and 24 were left in the on position after being labeled correctly. Staff was
educated by the Plant Operations Manager on the importance of insuring that legends are kept in the panels at
all times on 08/13/14 via unit meeting. Staff was educated by the Plant Operations Manager on the importance
of verifying that spare breakers are in the off position at all times on 08/13/14 via unit meeting. This will be
covered in new employee orientation.

WHEN:

The electrical distribution panel next to room 232 (large bottom paneljwas labeled with a panel legend on
06/17/14, the day of discovery. The the electrical distribution panel (Panel PNL"Y") located in room ER117
had breakers 22 and 24 marked as spare breakers, the old labels were removed and the breaker were re-labeled
correctly on 06/18/14. Breakers 22 and 24 were left in the on position after being labeled correctly. Staff was
educated by the Plant Operations Manager on the importance of insuring that legends are kept in the panels at
all times on 08/13/14 via unit meeting. Staff was educated by the Plant Operations Manager on the importance
of verifying that spare breakers are in the off position at all times on 08/13/14 via unit meeting. This will be
covered in new employee orientation.

HOW:

The Plant Operations Manager will perform annual inspections of the electrical distribution panel(s) and to
assess ongoing compliance.
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The hospital establishes and maintains a safe, functional
environment. Note: The environment is constructed, arranged, and

HAP Standard EC.02.06.01 maintained to foster patient safety, provide facilities for diagnosis
and treatment, and provide for special services appropriate to the
needs of the community.

Findings: EP 1 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to ensure
an acceptable level of safety and quality. This Standard is NOT MET as evidenced by: Observed in
Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the building tour on 6/17/14, there was a plug strip
(Relocatable Power Tap) located on the floor of OR#1 and used to power patient care equipment.
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site
for the Hospital deemed service. OBSERVED during the building tour on 6/17/14, there was a plug
strip (Relocatable Power Tap) located on the floor of OR#2 and used to power patient care
equipment. Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for the Hospital deemed service. OBSERVED during the building tour on 6/17/14,
there was a plug strip (Relocatable Power Tap) located on the floor of OR#3 and used to power
patient care equipment. Observed in Building Tour at LaFollette Medical Center (923 East Central
Ave., La Follette, TN} site for the Hospital deemed service. OBSERVED during the building tour on
6/17/14, the electrical distribution panel next to room 232 (large bottom panel) did not have any
markings indicating that it was in a PM inventory, it was a normal or emergency panel, etc. Observed
in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the building tour on 6/17/14, room MS231 is a soiled
utility room that was unlocked. I asked the organization why it was unlocked when it contained used
needle boxes and red bag waste and was in a corridor that was open to hospital visitors. They
organization responded that all their soiled utility rooms were unlocked. I requested either a policy or
a risk assessment demonstrating that they had considered the issues regarding the needles and the red
bag waste. The organization could produce neither one. Observed in Building Tour at LaFollette
Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service.
OBSERVED during the building tour on 6/17/14, there were non-hospital grade receptacles in the
nurse's station on the 2nd floor. Consequently I asked the organization to show documentation that
they were testing these receptacles annually. The organization could provide no evidence that the
plugs in question had been tested. Observed in Building Tour at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the building
tour on 6/18/14, the electrical distribution panel located in room ME112 did not have any markings
indicating that it was in a PM inventory, it was a normal or emergency panel, etc.

Elements of Performance:

1. Interior spaces meet the needs of the patient population and are safe and suitable to the care, treatment, and
services provided.

Scoring Category: C

Corrective Action Taken:

WHO:

The Plant Operations Manager is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:
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To be in compliance with Joint Commission standards of care EC.02.01.01: The plug strip (Relocatable Power
Tap) located on the floor of OR#1, OR#2, and OR#3, used to power patient care equipment was removed on
08/19/14. Longer cords were ordered and added to the equipment on 08/19/14. Safety mats were ordered and put
into place in ensure the safety of the operating room staff on 08/19/14. The Director of Surgery educated the
staff via unit meeting on 08/20/14 to the above changes in OR# 1,2,&3. The Plant Operations Manager will
monitor that relocatable power taps have been removed and are not in use. The electrical distribution panel next
to room 232 and ME112 (large bottom panel)was labeled and an annual monitor compliance was completed on
03/18/14. The electrical distribution panel next to room 232 and ME112 (large bottom panel)has been labeled as
an emergency panel. A vendor completed an ARC Flash study on all electrical distribution panels on 08/07/14.
The Plant Operations Manager will monitor the electrical distribution panels for compliance. All soiled utility
rooms had locks installed for safety on 08/22/14. All staff were educated to the locks added to the soiled utility
rooms on 08/22/14 during unit meetings and daily huddles by nursing supervisor(s) and unit manager(s). The
non-hospital grade receptacles in the nurse's station on the 2nd floor were removed and hospital grade
receptacles were installed 08/19/14. The Plant Operations Manager will monitor that the newly installed 20 amp
hospital grade receptacles have not been replace with different receptacles.

WHEN:

The plug strip (Relocatable Power Tap) located on the floor of OR#1, OR#2, and OR#3, used to power patient
care equipment was removed on 08/19/14. Longer cords were ordered and added to the equipment on 08/19/14.
Safety mats were ordered and put into place in ensure the safety of the operating room staff on 08/19/14. The
Director of Surgery educated the staff via unit meeting on 08/20/14 to the above changes in OR# 1,2,&3. The
Plant Operations Manager will monitor that relocatable power taps have been removed and are not in use. The
electrical distribution panel next to room 232 and ME112 (large bottom panel)was labeled and an annual
monitor compliance was completed on 03/18/14. The electrical distribution panel next to room 232 and ME112
(large bottom panel)has been labeled as an emergency panel. A vendor completed an ARC Flash study on all
electrical distribution panels on 08/07/14. The Plant Operations Manager will monitor the electrical distribution
panels for compliance. All soiled utility rooms had locks installed for safety on 08/22/14. All staff were
educated to the locks added to the soiled utility rooms on 08/22/14 during unit meetings and daily huddles by
nursing supervisor(s) and unit manager(s). The non-hospital grade receptacles in the nurse's station on the 2nd
floor were removed and hospital grade receptacles were installed 08/19/14. The Plant Operations Manager will
monitor that the newly installed 20 amp hospital grade receptacles have not been replace with different
receptacles.

HOW:

The Environment of Care Committee will perform semi-annual environment of care rounds to assess ongoing
compliance.

Evaluation

Method: Relocatable Power Taps 1. The Operating Rooms will be checked that Relocatable Power Taps
have been removed and are not in use by the Plant Operations Manager. 2. This will be
monitored monthly for four (4) consecutive months. 3. The denominator equals the total number
of Operating Rooms. 4. The numerator equals the number of Operating Room in compliance. 5.
The data will be reported to the Safety Committee quarterly. Electrical Distribution Panel 1. All
Electrical Distribution Panel(s) will be selected each month to monjtor that they are labeled
correctly, spares are in the off position, and legends are posted. Based on a total of 38 Electrical
Distribution Panels, 38 panels will be checked each month for 4 months. The selection will be
done by selecting all 38 panels on the list of 38. The Plant Operations Manager will monitor the
electrical distribution panels for compliance. 2. This will be monitored monthly for four (4)
consecutive months. 3. The denominator equals the total number of electrical panels being
checked per month. 4. The numerator equals the number of electrical distribution panels being
checked per month in compliance. 5. The data will be reported to the Safety Committee
quarterly. Soiled Utility Room Locks 1. The soiled utility room(s) will be checked that they are
locked. 2. This will be monitored monthly for four (4) consecutive months, 3. The denominator
equals the total number of locked soiled utility rooms checked per month. 4. The numerator
equals the number of locked soiled utility rooms checked per month in compliance. 5. The data
will be reported to the Safety Committee quarterly. Non-Hospital Grade Receptacles 1. The (5)
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five newly replaced receptacles will be check that they are hospital grade by The Plant
Operations Manger. 2. This will be monitored monthly for four (4) consecutive months. 3. The
denominator equals the total number of hospital grade receptacle(s) checked per month. 4. The
numerator equals the number of hospital grade receptacle(s) checked per month in compliance.
5. The data will be reported to the Safety Committee quarterly.

Measure of
Success Goal 90
(%):

Care, treatment, and services provided through contractual
HAP  Standard LD.04.03.09 agreement are provided safely and effectively.

Findings: EP 2 §482.12(e)(2) - (A-0085) - (2) The hospital must maintain a list of all contracted services,
including the scope and nature of the services provided. This Standard is NOT MET as evidenced by:
Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site for the Hospital deemed service. The services of a compounding pharmacy and pharmacist were
utilized at the outpatient infusion center to provide chemotherapy medication. No written agreement
for this service was available for review at the time of survey.

Elements of Performance:

2. The hospital describes, in writing, the nature and scope of services provided through contractual agreements.

Scoring Category: A

Corrective Action Taken:

WHO:

The Director of Pharmacy is ultimately responsible for the corrective action and overall and ongoing
compliance.

WHAT:

A written agreement between the compounding pharmacy and pharmacist at the infusion center and LaFollette
Medical Center was completed on 07/01/14.

WHEN:

A written agreement between the compounding pharmacy and pharmacist at the infusion center and LaFollette
Medical Center was completed on 07/01/14.

HOW:
The Director of Pharmacy will assess and maintain ongoing compliance of this contract yearly.

The hospital considers clinical practice guidelines when designing
HAP Standard LD.04.04.07 or improving processes.

Findings: gp 3 Ohserved in Individual Tracer at Infusion Ctr a Dept. of LaFollette Medical Ctr (7557 Danaher
Way, Powell, TN) site. Observation 1. Observed hospital use of order sets for chemotherapy that
were partially preprinted and partially hand written. The process here was for the physician to fax a
partially compete order to the infusion center. This order contained multiple medications for multiple
treatment sessions. The infusion center nurse would cross medication(s) off the order, then determine
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the current BSA, drug and amount of chemotherapy to be administered at the particular patient visit.
None of the multiple nursing amendments were authenticated by the nurse or returned to the
physician before forwarding to the pharmacy for review and compounding. Per pharmacy staff
interviews this practice is inconsistent with hospital policy and practice. Observed in Tracer Activities
at Infusion Ctr a Dept. of LaFollette Medical Ctr (7557 Danaher Way, Powell, TN) site. Observation
2. Observed hospital use of order sets for chemotherapy that were partially preprinted and partially
hand written. The process here was for the physician to fax a partially compete order to the infusion
center. This order contained multiple medications for multiple treatment sessions. The infusion center
nurse would cross medication(s) off the order, then determine the current BSA, drug and amount of
chemotherapy to be administered at the particular patient visit. None of the multiple nursing
amendments were authenticated by the nurse or returned to the physician before forwarding to the
pharmacy for review and compounding. Per pharmacy staff interviews this practice is inconsistent
with hospital policy and practice. Observed in Tracer Activities at Infusion Ctr a Dept. of LaFollette
Medical Ctr (7557 Danaher Way, Powell, TN) site. Observation 3. Observed hospital use of order
sets for chemotherapy that were partially preprinted and partially hand written. The process here was
for the physician to fax a partially compete order to the infusion center. This order contained multiple
medications for multiple treatment sessions. The infusion center nurse would cross medication(s) off
the order, then determine the current BSA, drug and amount of chemotherapy to be administered at
the particular patient visit. None of the multiple nursing amendments were authenticated by the nurse
ot returned to the physician before forwarding to the pharmacy for review and compounding. Per
pharmacy staff interviews this practice is inconsistent with hospital policy and practice.

Elements of Performance:

3. The hospital manages and evaluates the implementation of the guidelines used in the design or modification
of processes.

Scoring Category: A

Corrective Action Taken:

WHO:

The Director of Pharmacy is ultimately responsible for the corrective action and overall and ongoing
compliance.

WHAT:

The hospital policy "Medication Orders" was reviewed by the Pharmacy and Therapeutic Committee on
08/01/14 with no changes made to the policy, but recommendation(s) to change the physician order set(s)to be
compliant with the Institute For Safe Medication Practices (ISMP)and The American Society of Health-System
Pharmacists(ASHP). The physician order set(s)were changed to be more clear and concise with the Institute For
Safe Medication Practices (ISMP)and The American Society of Health-System Pharmacists(ASHP)
recommendations. The changes to physician order set(s) included all orders are pre-printed with physician(s) to
fill in the blank(s), calculate the BSA, calculate the dosage of chemotherapy, and to include the day, date, and
dosage of each chemotherapy regime. Any change(s) or clarification(s) are sent back to the physician for a new
order; not an altered order. The order(s) are verified by the nurse and pharmacist at the infusion center to insure
compliance, before being administered to the patient. The physician order set(s) changes were approved by
Pharmacy and Therapeutic Committee on 08/01/14. The physician order set(s) were approved by the Medical
Staff and Medical Executive Committee on 08/6/14/ and 08/08/14. Education of the Infusion Center physician(s)
and staff was completed on 08/02/14, and will be covered in new employee orientation at the Infusion Center.

WHEN:

The hospital policy "Medication Orders" was reviewed by the Pharmacy and Therapeutic Committee on
08/01/14 with no changes made to the policy, but recommendation(s) to change the physician order set(s)to be
compliant with the Institute For Safe Medication Practices (ISMP)and The American Society of Health-System
Pharmacists(ASHP). The physician order set(s)were changed to be more clear and concise with the Institute For
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Safe Medication Practices (ISMP)and The American Society of Health-System Pharmacists(ASHP)
recommendations. The changes to physician order set(s) included all orders are pre-printed with physician(s) to
fill in the blank(s), calculate the BSA, calculate the dosage of chemotherapy, and to include the day, date, and
dosage of each chemotherapy regime. Any change(s) or clarification(s) are sent back to the physician for a new
order: not an altered order. The order(s) are verified by the nurse and pharmacist at the infusion center to insure
compliance, before being administered to the patient. The physician order set(s) changes were approved by
Pharmacy and Therapeutic Committee on 08/01/14. The physician order set(s) were approved by the Medical
Staff and Medical Executive Committee on 08/6/14/ and 08/08/14. Education of the Infusion Center physician(s)
and staff was completed on 08/02/14, and will be covered in new employee orientation at the Infusion Center.

HOW:

The nursing supervisor of the infusion center and the designated pharmacist at the infusion center will do
random monthly order set audits to assess ongoing compliance.

The organized medical staff defines the circumstances requiring
HAP Standard MS.08.01.01 monitoring and evaluation of a practitioner’s professional
performance.

Findings: EP 1 Observed in Credentialing and Privileging at LaFollette Med Ctr Jacksboro Clinic (3170
Appalachian Highway, Suite 5, Jacksboro, TN) site. observed LIPs (nurse practitioner and physician
assistant) performing duties such as physical assessments, interpretations, histories, physicals, and
exercising prescriptive authority in out-patient clinics. No focused professional practice evaluation
was performed.

Elements of Performance:

1. A period of focused professional practice evaluation is implemented for all initially requested privileges.

Scoring Category: A

Corrective Action Taken:
WHO:
The Chief of Staff is ultimately responsible for the corrective action and for overall and ongoing compliance.

WHAT:

The Physician Assistant and Nurse Practitioner that were out of compliance were taken back through the
credentialing process, according to the Bylaws. The application process was completed and delivered to the
hospital on 09/03/14, and will be taken through the Medical Executive on 09/10/14. No changes have been made
to the bylaws which were completed on 06/22/2007. The last time they were taken through the Medical
Executive Committee was 08/08/2012 and Medical Staff Committee 08/10/2012. The bylaws are expected to
have revisions based on external review and requirement of our recent acquisition. Our. current bylaws as the
time of survey stated all newly credentialed Licensed Independent Practitioners will have a focused professional
practice evaluation (FPPE) completed within 90 days of application approval and appointment in accordance
with Medical Staff Bylaws. Focused professional practice evaluation (FPPE) indicators shall be selected during
the application approval process by the Credentials Committee and forwarded to the Medical Exccutive
Committee for approval. The Quality Director will collect data based on approved focused professional practice
evaluation (FPPE) indicators and present to the Credential Committee upon completion for review.

WHEN:

The Physician Assistant and Nurse Practitioner that were out of compliance were taken back through the
credentialing process, according to the Bylaws. The application process was completed and delivered to the
hospital on 09/03/14, and will be taken through the Medical Executive on 09/10/14. No changes have been made
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to the bylaws which were completed on 06/22/2007. The last time they were taken through the Medical
Executive Committee was 08/08/2012 and Medical Staff Committec 08/10/2012. The bylaws are expected to
have revisions based on external review and requirement of our recent acquisition. Our current bylaws as the
time of survey stated all newly credentialed Licensed Independent Practitioners will have a focused professional
practice evaluation (FPPE) completed within 90 days of application approval and appointment in accordance
with Medical Staff Bylaws. Focused professional practice evaluation (FPPE) indicators shall be selected during
the application approval process by the Credentials Committee and forwarded to the Medical Executive
Committee for approval, The Quality Director will collect data based on approved focused professional practice
evaluation (FPPE) indicators and present to the Credential Committee upon completion for review.

HOW:
The Credential Committee will assess ongoing compliance of focused professional practice evaluation.

Ongoing professional practice evaluation information is factored
into the decision to maintain existing privilege(s), to revise
existing privilege(s), or to revoke an existing privilege prior to or
at the time of renewal.

HAP Standard MS.08.01.03

Findings: EP 2 §482.22(a)(1) - (A-0340) - (1) The medical staff must periodically conduct appraisals of its
members. This Standard is NOT MET as evidenced by: Observed in Competency Session at
LaFollette Med Ctr Jacksboro Clinic (3170 Appalachian Highway, Suite 5, Jacksboro, TN) site for
the Hospital deemed service. Observed LIPs (nurse practitioner and physician assistant) performing
duties such as physical assessments, interpretations, histories, physicals, and exercising prescriptive
authority in out-patient clinics. No evidence as to what type data was collected to evaluate ongoing
professional practice. Likewise, no data type was determined by the individual department or
approved by the medical staff. This observation applies to 2 of 2 LIPs who practice in the outpatient
clinics as surveyed under this HCO that operate under the same CCN as the main hospital.

Elements of Performance:

2. The process for the ongoing professional practice evaluation includes the following: The type of data to be
collected is determined by individual departments and approved by the organized medical staff.

Scoring Category: A

Corrective Action Taken:

WHO:

The Chief of Staff is ultimately responsible for the corrective action and for overall and ongoing compliance.
WHAT:

The Physician Assistant and Nurse Practitioner that were out of compliance were taken back through the
credentialing process, according to the Bylaws. The application process was completed and delivered to the
hospital on 09/03/14, and will be taken through the Medical Executive on 09/10/14. No changes have been made
to the bylaws which were completed on 06/22/2007. The last time they were taken through the Medical
Executive Committee was 08/08/2012 and Medical Staff Committee 08/10/2012. The bylaws arc expected to
have revisions based on external review and requirement of our recent acquisition. Current bylaws state, the
process for the ongoing professional practice evaluation will be completed at 2 minimum of every 6 months for
all licensed independent practitioners in accordance with Medical Staff Bylaws. The ongoing professional
practice evaluation shall be selected during the application process by the Credentials Committee and forwarded
to the Medical Executive Committee for approval. The Quality Director will collect data based on approved
ongoing professional practice evaluation indicators and present to the Credential Committee upon completion
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for review.

WHEN:

The Physician Assistant and Nurse Practitioner that were out of compliance wete taken back through the
credentialing process, according to the Bylaws. The application process was completed and delivered to the
hospital on 09/03/14, and will be taken through the Medical Executive on 09/10/14. No changes have been made
to the bylaws which were completed on 06/22/2007. The last time they were taken through the Medical
Executive Committee was 08/08/2012 and Medical Staff Committee 08/10/2012. The bylaws are expected to
have revisions based on external review and requirement of our recent acquisition. Current bylaws state, the
process for the ongoing professional practice evaluation will be completed at a minimum of every 6 months for
all licensed independent practitioners in accordance with Medical Staff Bylaws. The ongoing professional
practice evaluation shall be selected during the application process by the Credentials Committec and forwarded
to the Medical Executive Committee for approval. The Quality Director will collect data based on approved
ongoing professional practice evaluation indicators and present to the Credential Committee upon completion
for review.

HOW:

The Credential Committee will assess ongoing compliance of the ongoing professional practice evaluation.

The nurse executive directs the implementation of hursing
HAP Standard NR.02.03.01 policies and procedures, nursing standards, and a nurse staffing
plan(s).

Findings: EP 1 §482.23(a) - (A-0386) - §482.23(a) Standard: Organization The hospital must have a well-
organized service with a plan of administrative authority and delineation of responsibilities for patient
care. The director of the nursing service must be a licensed registered nurse. He or she is responsible
for the operation of the service, including determining the types and numbers of nursing personnel
and staff necessary to provide nursing care for all areas of the hospital. This Standard is NOT MET as
evidenced by: Observed in Document Review at LaFollette Medical Center (923 East Central Ave.,
La Follette, TN) site for the Hospital deemed service. The nurse executive did not approve, nor was
provided the opportunity to approve, nursing related polices where the department did not report
directly to her. A non-clinical executive had final authority for some nursing policies such as policy
#1679 titled "removal of nonvital tissue from the wound using enzymatic debriding agents” in wound
care department and policy #1686 titled “to obliterate dead space, undermining or tunneling to
promote wound healing.” No evidence was presented at the time of survey to suggest that the
nonclinical executive was designated to approve nursing policies.

Elements of Performance:

1. The nurse executive or designee approves nursing policies; nursing standards of patient care, treatment, and
services; and standards of nursing practice for the hospital before implementation. (See also LD.04.01.07, EP 1)

Scoring Category: A

Corrective Action Taken:

WHO:

The Chief Nursing Executive is ultimately responsible for the corrective action and overall ongoing compliance.
WHAT:

All fifty-four(54) of the wound care policies and/or procedures were approved by the Chief Nursing Executive

on 06/18/14. Policies had previously been approved by the Chief Operating Officer. On 06/18/14 the revised
organizational chart showing a dotted line responsibility of the Wound Care Nurse to the Chief Nursing
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Executive was completed and left for the surveyor to review on 06/19/14.

WHEN:

All fifty-four(54) of the wound care policies and/or procedures were approved by the Chief Nursing Executive
on 06/18/14. Policies had previously been approved by the Chief Operating Officer. On 06/18/14 the revised
organizational chart showing a dotted line responsibility of the Wound Care Nurse to the Chief Nursing
Executive was completed and left for the surveyor to review on 06/19/14.

HOW:

The policies and/or procedures were developed by the certified Wound Care Nurse. Training was provided for
the nursing staff by the wound care nurse. The Chief Nursing Executive will review and approve these policies
and/or procedure every three (3) years and as needed when changes arise.

HAP Standard RC.01.02.01 Entries in the medical record are authenticated.

Findings: EP 4 §482.24(c)(1) - (A-0450) - (1) All patient medical record entries must be legible, complete,
dated, timed, and authenticated in written or electronic form by the person responsible for providing
or evaluating the service provided, consistent with hospital policies and procedures, This Standard is
NOT MET as evidenced by: Observed in Tracer Activities at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. Observation 1. Observed that
scribe entries from June 17, 2014 were not authenticated by the physician at the time of survey. This
observation was made on June 18, 2014 after the scribe and provider had left the care area. Observed
in Tracer Activities at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. Observation 2. Observed that scribe entries from June 17, 2014 were not
authenticated by the physician at the time of survey. This observation was made on June 18, 2014
after the scribe and provider had left the care area. Observed in Tracer Activities at LaFollette
Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service.
Observation 3. Observed that scribe entries from June 17, 2014 were not authenticated by the
physician at the time of survey. This observation was made on June 18, 2014 after the scribe and
provider had left the care area.

Elements of Performance:

4. Entries in the medical record are authenticated by the author. Information introduced into the medical record
through transcription or dictation is authenticated by the author. Note 1: Authentication can be verified through
electronic signatures, written signatures or initials, rubber-stamp signatures, or computer key. Note 2: For paper-
based records, signatures entered for purposes of authentication after transcription or for verbal orders are dated
when required by law or regulation or hospital policy. For electronic records, electronic signatures will be date-
stamped. Note 3: For hospitals that use Joint Commission accreditation for deemed status purposes: All orders,
including verbal orders, are dated and authenticated by the ordering practitioner or another practitioner who is
responsible for the care of the patient, and who, in accordance with hospital policy; law and regulation; and
medical staff bylaws, rules, and regulations, is anthorized to write orders.

Scoring Category: C

Corrective Action Taken:

WHO:
The Director of the Emergency Department is ultimately responsible for the corrective action and for overall and

ongoing compliance.
WHAT:
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The "Use of Scribes" policy was developed by the Director of the Emergency Department and implemented to
include that a physician will authenticate the entry(s) made by scribes before leaving the patient care area. The
policy was approved by the Emergency Department Provider Committee. The education of all physicians and
scribes were completed via unit meetings and copy of the policy is available to staff and scribes not present. This
will be included in orientation for both new physician(s) and scribe(s) in the Emergency Department.

WHEN:

The "Use of Scribes” policy was developed by the Director of the Emergency Department and implemented to
include that a physician will authenticate the entry(s) made by scribes before leaving the patient care area. The
policy was approved by the Emergency Department Provider Committee on 08/08/14. The education of all
physicians and scribes were completed via unit meetings on 08/08/14, and copy of the policy is available to staff
and scribes not present, This will be included in orientation for both new physician(s) and scribe(s) in the
Emergency Department.

HOw:

The Director of the Emergency Department will monitor compliance: 1. Based on volume of Emergency Room
patients and the use of scribes, 50 charts will be selected using random selection. 2. The charts will be randomly
selected by running a list of discharged patients during the times a scribe was used, then selecting every 3rd
chart until 50 records are identified. 3. This will be monitored monthly for four consecutive months. 4. The
denominator equals the total number of scribe entries in the selected records that require authentication. 5. The
numerator equals the number of properly authenticated scribe entries per policy. 6. The data will be reported
monthly to the Emergency Room Provider Committee.

Evaluation The Director of the Emergency Department will perform: 1. Based on volume of Emergency
Method: Room patients and the use of scribes, 50 charts will be selected using random selection. 2. The

charts will be randomly selected by running a list of discharged patients during the times a
scribe was used, then selecting every 3rd chart until 50 records are identified. 3. This will be
monitored monthly for four consecutive months. 4. The denominator equals the total number of
scribe entries in the selected records that require authentication. 5. The numerator equals the
number of properly authenticated scribe entries per policy. 6. The data will be reported monthly
to the Emergency Room Provider Committee.

Measure of
Success Goal 90
{(%):
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Campbell County HMA, LLC
Organization ID: 3915
923 East Central Avenuela Follette, TN 37766

Accreditation Activity - Ten Day Clarification Form
Due Date: 7/10/2014

The hospital maintains fire safety equipment and fire safety
building features. Note: This standard does not require hospitals
to have the types of fire safety equipment and building features
Standard EC.02.03.05 described below. However, if these types of equipment or
features exist within the building, then the following
maintenance, testing, and inspection requirements apply.

HAP

Findings: EP 15 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to
ensure an acceptable level of safety and quality. This Standard is NOT MET as evidenced by:
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site for the Hospital deemed service. OBSERVED during the building tour on 6/17/14, the fire
extinguisher in OR#2, had not received its monthly inspection for March 2014. Observed in Building
Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital
deemed service. OBSERVED during the building tour on 6/17/14, the fire extinguisher in OR#2, had
not received its monthly inspection for April 2014. Observed in Building Tour at LaFollette Medical
Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED
during the building tour on 6/17/14, the fire extinguisher in OR#2, had not received its monthly
inspection for May 2014. Observed in Building Tour at LaFollette Medical Center (923 East Central
Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the building tour on
6/17/14, the fire extinguisher in OR#1, had not received its monthly inspection for March 2014.
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site for the Hospital deemed service. OBSERVED during the building tour on 6/17/14, the fire
extingunisher in OR#1, had not received its monthly inspection for April 2014, Observed in Building
Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital
deemed service. OBSERVED during the building tour on 6/17/14, the fire extinguisher in OR#1, had
not received its monthly inspection for May 2014.

Elements of Performance:

15. At least monthly, the hospital inspects portable fire extinguishers. The completion dates of the inspections
are documented. Note 1: There are many ways to document the inspections, such as using bar-coding
equipment, using check marks on a tag, or using an inventory. Note 2: Inspections involve a visual check for
the presence and correct type of extinguisher, broken parts, full charge, and ease of access. Note 3: For
additional guidance on inspection of fire extinguishers, see NFPA 10, Standard for Portable Fire Extinguishers,
1998 edition (Sections 1-6, 4-3, and 4-4).

Scoring Category: C

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.
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The Safety Committee (including the Safety Officer), Chief Enginecr and C.0.0O. approved the “Fire and Life
Safety Documentation” policy.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

Environment of Care policy “Fire and Life Safety Documentation” was in place at the time of the survey. It
defines our process for inspecting and maintaining portable fire extinguishers in accordance with The Joint
Commission Environment of Care and related NFPA 10, 1998 standards. Portable fire extinguishers are
inspected and inventoried when initially placed in service, and inspected thereafter at approximately 30 day
intervals. Monthly inspections include: « Pressure gange reading or indicator in the operable range or position
Checking for broken or missing safety seals and tamper indicators « Examination for obvious physical damage,
corrosion, leakage, or clogged nozzle Extinguishers that fail to meet these requirements of inspection are
removed from service and replaced with an extinguisher that has been inspected and validated to meet
requirements of this policy. The observations of the surveyor at the time of survey and the small sample size of
two fire extinguishers do not accurately reflect the level of compliance for LaFollette Medical Center. The
hospital maintains records of all fire extinguisher inspections on the monthly fire extinguisher inspection form.
An audit of these inspections was conducted for the previous 12 months prior to survey. As a result of this
andit, it is determined that Engineering department conducted 1350 fire extinguisher inspections with 1342 fire
extinguishers found to be compliant. This demonstrates a compliance rate of 99%. It should be noted that two
fire extinguishers had been added to Operating Rooms 1 & 2 in March and had not been added to the hospital’s
inventory thus both extinguishers were missed during the months on March, April and May.

WHEN: A date of when each action, policy, procedure, and/or training was completed.
Environment of Care policy “Fire & Life Safety Documentation™ was approved in June 25, 2013. We are
unable to determine when original policy was approved and implemented.

HOW: A description of how the policy or process was implemented.

Engineering associates are trained on the “Fire and Life Safety Documentation” policy and the proper
inspection criteria of fire extinguishers upon hire.

WHY: An explanation of why this information was not reviewed during survey/review.

The surveyor did not review the historical fire extinguisher inspection data to determine our Facility’s overall
compliance to the standard. The Director of Plant Operations was not given an opportunity to present this data
to the survey team prior to survey exit.

HAP Standard EC.02.05.01 The hospital manages risks associated with its utility systems.

Findings: EP 8 Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the document Review on 6/17/14, the electrical distribution panel next
to room 232 (large bottom panel) did not have any panel legend. Observed in Building Tour at
LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/18/14, the electrical distribution panel (Panel PNL"Y") located in room ER117 had
breakers 22 and 24 marked as spare breakers. These two breakers were in the on position.

Elements of Performance:

8. The hospital labels utility system controls to facilitate partial or complete emergency shutdowns.

Scoring Category: A
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The hospital inspects, tests, and maintains emergency power
systems. Note: This standard does hot require hospitals to have
the types of emergency power equipment discussed below.

HAP  Standard EC.02.05.07 However, if these types of equipment exist within the building,
then the following maintenance, testing, and inspection
requirements apply.

Findings: EP 5 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to ensure
an acceptable level of safety and quality. This Standard is NOT MET as evidenced by: Observed in
Document Review at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the document Review on 6/17/14, there was not a 30%
load test run on the main hospital generator for the month of July 2013. While the monthly test was
completed it did not reach the required 30% of the nameplate of the generator (200amps of 600amps)
Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site for the Hospital deemed service. OBSERVED during the document Review on 6/17/14, there was
not a 30% load test run on the main hospital generator for the month of October 2013. While the
monthly test was completed it did not reach the required 30% of the nameplate of the generator (200
amps of 600 amps) EP 6 §482.41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be
maintained to ensure an acceptable level of safety and quality. This Standard is NOT MET as
evidenced by: Observed in Document Review at LaFollette Medical Center (923 East Central Ave.,
La Follette, TN) site for the Hospital deemed service. OBSERVED during the document Review on
6/17/14, the hospital performed each of it's three transfer tests each month. However they did not
record the transfer times as required. They had never done this so none of their testing records
showed any transfer times.

Elements of Performance:

5. The monthly tests for diesel-powered emergency generators are conducted with a dynamic load that is at least
30% of the nameplate rating of the generator or meets the manufacturer’s recommended prime movers® exhaust
gas temperafure. If the hospital does not meet either the 30% of nameplate rating or the recommended exhaust
gas temperature during any test in EC.02.05.07, EP 4, then it must test the emergency generator once every 12
months using supplemental (dynamic or static) loads of 25% of nameplate rating for 30 minutes, followed by
50% of nameplate rating for 30 minutes, followed by 75% of nameplate rating for 60 minutes, for a total of 2
continuous hours. Note: Tests for non—diesel-powered generators need only be conducted with available load.

Scoring Category: A

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

Engineering Director and Chief Operating Officer approved the policy “Conditions for Load Testing Emergency
Generators™.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

According to policy, Tennova Lafollette Medical Center conducts emergency generator load-testing on a weekly
basis. This rigorous load-testing regimen is evidence of Tennova Lafollette Medical Centers commitment to
ensuring safe and reliable emergency power systems. Depending on which automatic transfer switch is used to
initiate the weekly test, documented amp readings may vary. However, at least monthly a load-test is performed
to demonstrate a connected load of greater than 30% of the generators nameplate rating.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

Policy “Conditions for Load Testing Emergency Generators” was last reviewed and approved on 09/24/3013.
Policy and process were continued upon review and approval and have been in effect since that time. Facilities
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Management staff members (supervisors and senior techs) are trained on this policy and competencies are
assessed upon hire and annually. Facilities management personnel who perform emergency generator
inspections and testing are specifically educated on the testing procedures as defined by hospital policy
“Conditions for Load Testing Emergency Generators”. Competencies are available for review in the personnel
file maintained on site.

HOW: A description of how the policy or process was implemented.

Facilities Management staff members (supervisors and senior techs) are trained on policy “Conditions for Load
Testing Emergency Generators” upon hire and annually thereafter.

WHY: An explanation of why this information was not reviewed during survey/review.

At the time of survey, the surveyor misinterpreted weekly test documentation during July and October of 2013
where one weekly test was missed but the monthly load test was performed and 30% of nameplate rating was
achieved. The surveyor's remarks related to 30% load are mathematically inaccurate (i.e. "200 amps of 600
amps)". The full load amp rating of our emergency generator is 625 amps and 30% of this is 187.5 amps. This
amperage was achieved during the 2013 July and October monthly load tests as well as all other monthly load
tests performed in 2013 and 2014 YTD. Generator monthly load test documentation available upon request.

6. At least monthly, the hospital tests all automatic transfer switches. The completion date of the tests is
documented.

Scoring Category: A

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and engoing compliance. Titie of who
approved the action, policy, or procedure. Title of who was trained.

Engineering Director and Chief Operating Officer approved the policy “Conditions for Load Testing Emergency
Generators”,

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

According to policy, at least monthly Tennova Lafollette Medical Center tests all automatic transfer switches and
the completion date of the tests is documented. This is substantiated by the surveyor's remarks in our survey
report. However, the surveyor's assertion that transfer time must be documented as part of the monthly load-test is
unfounded and not supported or required by EC.02.05.07, EP6 or NFPA 110-99.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

Policy “Conditions for Load Testing Emergency Generators” was last reviewed and approved on 09/24/3013.
Policy and process were continued upon review and approval and have been in effect since that time. Facilities
Management staff members (supervisors and senior techs) are trained on this policy and competencies are
assessed upon hire and annually. Facilities management personnel who perform emergency generator inspections
and testing are specifically educated on the testing procedures as defined by hospital policy “Conditions for Load
Testing Emergency Generators”. Competencies are available for review in the personnel file maintained on site.
HOW: A description of how the policy or process was implemented.

Emergency generator load-tests are carried out monthly according to policy. During these tests, all automatic
transfer switches are exercised and the results of the test are documented. Staff who perform this test are educated
about the related policy and proper testing procedures prior to being assigned the responsibility of testing.

WHY: An explanation of why this information was not reviewed during survey/review.

The surveyor's assertion that transfer time must be documented as part of the monthly load-test is unfounded and
not supported or required by EC.02.05.07, EP6 or NFPA 110-99.

The hospital inspects, tests, and maintains medical gas and
HAP  Standard EC.02.05.09 vacuum systems. Note: This standard does not require hospitals to

have the medical gas and vacuum systems discussed below.
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However, if a hospital has these types of systems, then the
following inspection, testing, and maintenance requirements

apply.

Findings: EP 1 Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the building tour on 6/18/2014, the organization could not produce any
records to show that the medical gas master alarm panel in the emergency department had been tested
since 2011. The only document available to the surveyor was a report from the bulk oxygen supplier
stating that ALL. ALARMS HAD BEEN TESTED. This document had no inventory attached to it, no
description of a testing interval or the testing procedure. EP 3 Observed in Building Tour at
LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/17/14, the bulk oxygen storage tank had a source valve that was not labeled as a
source valve nor did it indicate what the valve served.

Elements of Performance:

1. In time frames defined by the hospital, the hospital inspects, tests, and maintains critical components of piped
medical gas systems, including master signal panels, area alarms, automatic pressure switches, shutoff valves,
flexible connectors, and outlets. These activities are documented. (See also EC.02.05.01, EP 3)

Scoring Category: A

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

The EC.02.05.09. Master Alarm Panel process was approved by the Chief Operating Officer.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

The EC.02.05.09. Master Alarm Panel process was in place at the time of the survey. This process noted that
both master alarm panels would be checked annually by a 3rd party certified oxygen supplier. Documentation
given to the TIC surveyor noted that on 12/19/2011, 11/26/2012 & 11/11/2013 the oxygen supplier “checked
alarms.” The TIC surveyor was made aware that the oxygen supplier verbally verified that both the master alarm
panels including the Emergency Department panel had been tested annually. Additional documentation
confirming both panels were check annually was received after the survey.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

The EC.02.05.09. Master Alarm Panel process was approved by the Respiratory Director. Vendor
documentation confirms that both master panels were tested in 2011, 2012 & 2013.

HOW: A description of how the policy or process was implemented.

The EC.02.05.09. Master Alarm Panel process was in effect at the time of the survey. Annual inspections of the
Master Alarm Panels are carried out by a licensed 3rd party professional. Respiratory associates are trained on
the Master Alarm Panel process upon hire and as evidenced by daily completion of logs.

WHY: An explanation of why this information was not reviewed during survey/review.

The additional Master Alarm Panel documentation information was not available to the surveyor at the time of
survey. The 3rd party vendor verbally verified that both panels had been tested annually however additional
documentation was not available until after the surveyor left and is currently available upon request.

3. The hospital makes main supply valves and area shutoff valves for piped medical gas and vacuum systems
accessible and clearly identifies what the valves control.

Scoring Category: A
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Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

The bulk oxygen source valve label was approved by the Chief Operating Officer.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

During the building tour, the TIC surveyor felt that the hospital’s main oxygen source valve label did not have
enough information on the label. The label noted, “Caution - Oxygen Source Valve — Do Not Close Except in an
Emergency.” It was explained that there was only one bulk oxygen tank and only one oxygen source valve for the
entire campus since our hospital and nursing home continuous, physically attached, and share many common
systems such as fire alarm, fire sprinkler, and medical gas. It was also mentioned that only Engineering associates
and the oxygen vendor had access to this locked area. After the building tour was completed on 06/17/14, the
main oxygen source valve label was changed to reflect the TIC surveyor’s labeling specifications. The label was
changed to, “Caution — Main Oxygen Source Valve — (For the Hospital & Nursing Home) — Do Not Close Except
in an Emergency.” Both labels were true and accurate at the time of the survey since our hospital and nursing
home are physically attached and are serviced by the same bulk oxygen tank.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

The bulk oxygen source valve label was approved by the Chief Operating Officer and was placed on the source
valve on 3/17/14. After the building tour was completed on 06/17/14, the main oxygen source valve label was
changed to reflect the TIC surveyor’s labeling specifications. The label was changed to, “Caution — Main Oxygen
Source Valve — (For the Hospital & Nursing Home) — Do Not Close Except in an Emergency.”

HOW: A description of how the policy or process was implemented.

The bulk oxygen source valve label was posted at the time of the survey. Engineering associates were trained on
the bulk oxygen source valve process in 2013.

WHY: An explanation of why this information was not reviewed during survey/review.

Full access to this documentation was available during the survey but was not requested by the surveyor.

The hospital establishes and maintains a safe, functional
environment. Note: The environment is constructed, arranged, and

HAP = Standard EC.02.06.01 maintained to foster patient safety, provide facilities for diagnosis
and treatment, and provide for special services appropriate to the
needs of the community.

Findings: o5 1 482 41(c)(2) - (A-0724) - (2) Facilities, supplies, and equipment must be maintained to ensure
an acceptable level of safety and quality. This Standard is NOT MET as evidenced by: Observed in
Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. OBSERVED during the building tour on 6/17/14, there was a plug strip
(Relocatable Power Tap) located on the floor of OR#1 and used to power patient care equipment.
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site
for the Hospital deemed service. OBSERVED during the building tour on 6/ 17/14, there was a plug
strip (Relocatable Power Tap) located on the floor of OR#2 and used to power patient care
equipment. Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for the Hospital deemed service. OBSERVED during the building tour on 6/17/14,
there was a plug strip (Relocatable Power Tap) located on the floor of OR#3 and used to power
patient care equipment. Observed in Building Tour at LaFollette Medical Center (923 East Central
Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the building tonr on
6/17/14, the electrical distribution panel next to room 232 (large bottom panel) did not have any
markings indicating that it was in a PM inventory, it was a normal or emergency panel, etc. Observed
in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
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Hospital deemed service. OBSERVED during the building tour on 6/17/14, room MS231 is a soiled
utility room that was unlocked. I asked the organization why it was unlocked when it contained used
needle boxes and red bag waste and was in a corridor that was open to hospital visitors. They
organization responded that all their soiled utility rooms were unlocked. I requested either a policy or
a risk assessment demonstrating that they had considered the issues regarding the needles and the red
bag waste. The organization could produce neither one. Observed in Building Tour at LaFollette
Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service.
OBSERVED during the building tour on 6/17/14, there were non-hospital grade receptacles in the
nurse's station on the 2nd floor. Consequently I asked the organization to show documentation that
they were testing these receptacles annually. The organization could provide no evidence that the
plugs in question had been tested. Observed in Building Tour at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the building
tour on 6/18/14, the electrical distribution panel located in room ME112 did not have any markings
indicating that it was in a PM inventory, it was a normal or emergency panel, etc.

Elements of Performance:

1. Interior spaces meet the needs of the patient population and are safe and suitable to the care, treatment, aud
services provided.

Scoring Category: C

———m—

HAP Standard IC.02.01.01 The hospital implements its infection prevention and control plan.

Findings: EP 1 §482.42 - (A-0747) - §482.42 Condition of Participation: Condition of Participation: Infection
Control This Standard is NOT MET as evidenced by: Observed in Building Tour at LaFollette
Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service.
OBSERVED during the building tour on 6/17/14, the dishwasher log entry for June 1, 2014 was
missed for the dinner entry. Observed in Building Tour at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. OBSERVED during the building
tour on 6/17/14, the dishwasher log entry for June 9, 2014 was missed for the dinner entry. An entry
had been recorded and then scratched out with no replacement entry inserted.

Elements of Performance:

1. The hospital implements its infection prevention and control activities, including surveillance, to minimize,
reduce, or eliminate the risk of infection.

Scoring Category: C

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

The “Dishmachine Temperatures” policy was approved by the Dietary Manager as well as the Chief Operating
Officer.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

The “Dishmachine Temperatures™ policy was in place at the time of the survey. It defines our process for
recording the wash and final rinse temperatures not less than those established by the Food and Drug
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Administration. During each period of use, the wash and final rinse temperatures should be recorded on the
Dishmachine Temperature Record Form. The observations of the surveyor at the time of survey and the small
sample size of a partial month’s Dishmachine logs did not accurately reflect the level of compliance for
LaFollette Medical Center. The hospital maintains records of the Dishmachine monthly logs. Audits of records
were conducted for 05/18/14- 06/16/14. A compliance rate of 94.4% was demonstrated.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

The “Dishmachine Temperatures” policy was reviewed on 06/21/13, We are unable to determine when original
policy was approved and implemented. Dishmachine logs dating from February 2013 to current are on file.
HOW: A description of how the policy or process was implemented.

Dietary associates are trained on the “Dishmachine Temperatures” policy upon hire and as evidenced by daily
completion of logs.

WHY: An explanation of why this information was not reviewed during survey/review.

The surveyor did not review the historical Dishmachine inspection logs to determine our Facility’s overall
compliance with the standard. According to the 2009 Food Code, Dishmachine temperatures are required to be
taken at the beginning of each period.

e = e | e e e e e s e

Care, treatment, and services provided through contractual
agreement are provided safely and effectively.

HAP Standard LD.04.03.09

Findings: EP 2 §482.12(¢)(2) - (A-0085) - (2) The hospital must maintain a list of all contracted services,
including the scope and nature of the services provided. This Standard is NOT MET as evidenced by:
Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site for the Hospital deemed service. The services of a compounding pharmacy and pharmacist were
utilized at the outpatient infusion center to provide chemotherapy medication. No written agreement
for this service was available for review at the time of survey.

Elements of Performance:

2. The hospital describes, in writing, the nature and scope of services provided through contractual agreements.

Scoring Category: A

—

The hospital considers clinical practice guidelines when designing
or improving processes.

HAP Standard LD.04.04.07

Findings: op 3 Observed in Individual Tracer at Infusion Ctr a Dept. of LaFollette Medical Ctr (7557 Danaher
Way, Powell, TN) site. Observation 1. Observed hospital use of order sets for chemotherapy that
were partially preprinted and partially hand written. The process here was for the physician to fax a
partially compete order to the infusion center. This order contained multiple medications for multiple
treatment sessions. The infusion center nurse would cross medication(s) off the order, then determine
the current BSA, drug and amount of chemotherapy to be administered at the particular patient visit.
None of the multiple nursing amendments were authenticated by the nurse or returned to the
physician before forwarding to the pharmacy for review and compounding. Per pharmacy staff
interviews this practice is inconsistent with hospital policy and practice. Observed in Tracer Activities
at Infusion Ctr a Dept. of LaFollette Medical Ctr (7557 Danaher Way, Powell, TN) site. Observation
2. Observed hospital use of order sets for chemotherapy that were partially preprinted and partially
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hand written. The process here was for the physician to fax a partially compete order to the infusion
center. This order contained multiple medications for multiple treatment sessions. The infusion center
nurse would cross medication(s) off the order, then determine the current BSA, drug and amount of
chemotherapy to be administered at the particular patient visit. None of the multiple nursing
amendments were authenticated by the nurse or returned to the physician before forwarding to the
pharmacy for review and compounding. Per pharmacy staff interviews this practice is inconsistent
with hospital policy and practice. Observed in Tracer Activities at Infusion Ctr a Dept. of LaF ollette
Medical Ctr (7557 Danaher Way, Powell, TN) site. Observation 3. Observed hospital use of order
sets for chemotherapy that were partially preprinted and partially hand written, The process here was
for the physician to fax a partially compete order to the infusion center. This order contained multiple
medications for multiple treatment sessions. The infusion center nurse would cross medication(s) off
the order, then determine the current BSA, drug and amount of chemotherapy to be administered at
the particular patient visit. None of the multiple nursing amendments were authenticated by the nurse
or returned to the physician before forwarding to the pharmacy for review and compounding. Per
pharmacy staff interviews this practice is inconsistent with hospital policy and practice.

Elements of Performance:

3. The hospital manages and evaluates the implementation of the guidelines used in the design or modification
of processes.

Scoring Category: A

A pharmacist reviews the appropriateness of all medication
orders for medications to be dispensed in the hospital.

HAP Standard MM.05.01.01

Findings: EP § Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. Observed po and IV PRN orders for Zofran without an indication which to formulation to
give first. Observed in Tracer Activities at LaFollette Medical Center (923 East Central Ave:, La
Follette, TN) site. Observed po and IV PRN orders for lorazepam without an indication which to give
first

Elements of Performance:

8. All medication orders are reviewed for the following: Therapeutic duplication.

Scoring Category: C

The organized medical staff oversees the quality of patient care,
HAP Standard MS.03.01.01 treatment, and services provided by practitioners privileged
through the medical staff process.

Findings: 15, 5 £482.12(a)(5) - (A-0049) - [The governing body must:] (5) Ensure that the medical staff is
accountable to the govering body for the quality of care provided to patients; This Standard is NOT
MET as evidenced by: Observed in Competency Session at LaFollette Med Ctr Jacksboro Clinic
(3170 Appalachian Highway, Suite 5, Jacksboro, TN) site for the Hospital deemed service. observed
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LIPs (nurse practitioner and physician assistant) performing duties such as physical

assessments ,interpretations, histories, physicals, and exercising prescriptive authority in out-patient
clinics. No privileges were granted however, to practice as an LIP in either instance. Interviews with
human resources states that they did not believe credentialing was required as these LIPs do not
practice at the physical location of the hospital. Both clinics were surveyed under HAP standards and
operate under the same CCN and same HCO as the main hospital.

Elements of Performance:

2. Practitioners practice only within the scope of their privileges as determined through mechanisms defined by
the organized medical staff.

Scoring Category: A

o

The organized medical staff defines the circumstances requiring
HAP Standard MS.08.01.01 monitoring and evaluation of a practitioner’s professional
performance.

Findings: EP 1 Observed in Credentialing and Privileging at LaFollette Med Ctr Jacksboro Clinic (3170
Appalachian Highway, Suite 5, Jacksboro, TN) site. observed LIPs (nurse practitioner and physician
assistant) performing duties such as physical assessments, interpretations, histories, physicals, and
exercising prescriptive authority in out-patient clinics. No focused professional practice evaluation
was performed.

Elements of Performance:

1. A period of focused professional practice evaluation is implemented for all initially requested privileges.

Scoring Category: A

Ongoing professional practice evaluation information is factored
into the decision to maintain existing privilege(s), to revise

HAP  Standard MS.08.01.03 existing privilege(s), or to revoke an existing privilege prior to or
at the time of renewal.

Findings: EP 2 §482.22(a)(1) - (A-0340) - (1) The medical staff must periodically conduct appraisals of its
members. This Standard is NOT MET as evidenced by: Observed in Competency Session at
LaFollette Med Ctr Jacksboro Clinic (3170 Appalachian Highway, Suite 5, Jacksboro, TN) site for
the Hospital deemed service. Observed LIPs (nurse practitioner and physician assistant) performing
duties such as physical assessments, interpretations, histories, physicals, and exercising prescriptive
authority in out-patient clinics. No evidence as to what type data was collected to evaluate ongoing
professional practice. Likewise, no data type was determined by the individual department or
approved by the medical staff. This observation applies to 2 of 2 LIPs who practice in the outpatient
clinics as surveyed under this HCO that operate under the same CCN as the main hospital.

Elements of Performance:
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2. The process for the ongoing professional practice evaluation includes the following: The type of data to be
collected is determined by individual departments and approved by the organized medical staff.

Scoring Category: A

Maintain and communicate accurate patient medication
information.

HAP Standard NPSG.03.06.01

Findings: EP 4 Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. The medical record for a patient who had undergone a ophthalmic surgical procedure
documented three medications identified at time of admission on the medication reconciliation list.
The family physician's history listed six medications in current use. At the time of discharge only
three medications were mentioned in the discharge instructions and the record did not document when
the next doses were to be taken. Nurses indicated that they had discussed the next doses with the
patient at the time of discharge, but did not retain a copy of the information that they provided to the
patient. Observed in Individual Tracer at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site. The medical record of a patient was reviewed on the day of discharge from the
hospital. Two of six medications listed on the admission medication reconciliation list were not
referred to at the time of discharge regarding whether or not they were to be taken or when they were
to be taken. Nurses indicated that they had discussed four of the six, the ones that they were aware of,
but had not documented the discussion.

Elements of Performance:

4, Provide the patient (or family as needed) with written information on the medications the patient should be
taking when he or she is discharged from the hospital or at the end of an outpatient encounter (for example,
name, dose, route, frequency, purpose). Note: When the only additional medications prescribed are for a short
duration, the medication information the hospital provides may include only those medications. For more
information about communications to other providers of care when the patient is discharged or transferred, refer
to Standard PC.04.02.01.

Scoring Category: C

PR

The nurse executive directs the implementation of nursing
HAP Standard NR.02.03.01 policies and procedures, nursing standards, and a nurse staffing
plan(s).

Findings: Ep 1 §482.23(a) - (A-0386) - §482.23(a) Standard: Organization The hospital must have a well-
organized service with a plan of administrative authority and delineation of responsibilities for patient
care. The director of the nursing service must be a licensed registered nurse. He or she is responsible
for the operation of the service, including determining the types and numbers of nursing personnel
and staff necessary to provide nursing care for all areas of the hospital. This Standard is NOT MET as
cvidenced by: Observed in Document Review at LaFollette Medical Center (923 East Central Ave.,
La Follette, TN) site for the Hospital deemed service. The nurse executive did not approve, nor was
provided the opportunity to approve, nursing related polices where the department did not report
directly to her. A non-clinical executive had final authority for some nursing policies such as policy
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#1679 titled "removal of nonvital tissue from the wound using enzymatic debriding agents” in wound
care department and policy #1686 titled “to obliterate dead space, undermining or tunneling to
promote wound healing.*“ No evidence was presented at the time of survey to suggest that the
nonclinical executive was designated to approve nursing policies.

Elements of Performance:

1. The nurse executive or designee approves nursing policies; nursing standards of patient care, treatment, and
services; and standards of nursing practice for the hospital before implementation. (See also LD.04.01.07, EP 1)

Scoring Category: A

The hospital makes food and nutrition products available to its
patients.

HAP Standard PC.02.02.03

Findings: EP 6 Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site. OBSERVED during the building tour on 6/17/14, the refrigerator/freezer log entry for
freezer#8 was absent for June 13, 2014. Observed in Building Tour at LaFollette Medical Center (923
East Central Ave., La Follette, TN) site. OBSERVED during the building tour on 6/17/14, the
refrigerator/freezer log entry for freezer#1 was absent for June 13, 2014. Observed in Building Tour
at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/17/14, the refrigerator/freezer log entry for freezer#2 was absent for June 13, 2014.
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site. OBSERVED during the building tour on 6/17/14, the refrigerator/freezer log entry for freezer#3
was absent for June 13, 2014, Observed in Building Tour at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site. OBSERVED during the building tour on 6/17/14, the
refrigerator/freezer log entry for freezer#4 was absent for June 13, 2014. Observed in Building Tour
at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site. OBSERVED during the
building tour on 6/17/14, the refrigerator/freezer log entry for freezer#5 was absent for June 13, 2014.
Observed in Building Tour at LaFollette Medical Center (923 East Central Ave., La Follette, TN)
site. OBSERVED during the building tour on 6/17/14, the refrigerator/freezer log entry for freezer#6
was absent for June 13, 2014. Observed in Building Tour at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site. OBSERVED during the building tour on 6/17/14, the
refrigerator/freezer log entry for freezer#7 was absent for June 13, 2014.

Elements of Performance:

6. The hospital prepares food and nutrition products using proper sanitation, temperature, light, moisture,
ventilation, and security.

Scoring Category: C

Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

The “Storage Temperatures” policy was approved by the Dietary Manager as well as the Chief Operating
Officer.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.
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The “Storage Temperatures” policy was in place at the time of the survey. It defines our process for inspecting,
maintaining and recording of temperatures for our freezers and refrigerators. Freezers and refrigerators are
inspected and temperatures recorded at the opening and closing of each day. The observations of the surveyor at
the time of survey and the small sample size of one partial month’s refrigerator/freezer logs did not accurately
reflect the level of compliance for LaFollette Medical Center. The hospital maintains records of
freezer/refrigerator monthly logs. Audits of these records were conducted for the 05/18/14- 06/16/14. A
compliance rate of 97.1% was demonstrated.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

The “Storage Temperatures” policy was reviewed on 6/21/13. We are unable to determine when original policy
was approved and implemented. Temperature logs dating from February 2013 to current are on file.

HOW: A description of how the policy or process was implemented.

Dietary associates are trained on the “Storage Temperatures™ policy upon hire and as evidenced by daily
completion of logs.

WHY: An explanation of why this information was not reviewed during survey/review.

The surveyor did not return to review the historical freezer/refrigerator inspection logs to determine our
Facility’s overall compliance with the standard. According to the 2009 Food Code, freezers/refrigerators are
required to be inspected and temperatures recorded once per day.

HAP Standard RC.01.02.01 Entries in the medical record are authenticated.

Findings: EP 4 §482.24(c)(1) - (A-0450) - (1) All patient medical record entries must be legible, complete,
dated, timed, and authenticated in written or electronic form by the person responsible for providing
or evaluating the service provided, consistent with hospital policies and procedures. This Standard is
NOT MET as evidenced by: Observed in Tracer Activities at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. Observation 1. Observed that
scribe entries from June 17, 2014 were not authenticated by the physician at the time of survey. This
observation was made on June 18, 2014 after the scribe and provider had left the care area. Observed
in Tracer Activities at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the
Hospital deemed service. Observation 2. Observed that scribe entries from June 17, 2014 were not
authenticated by the physician at the time of survey. This observation was made on June 18, 2014
after the scribe and provider had left the care area, Observed in Tracer Activities at LaFollette
Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service.
Observation 3. Observed that scribe entries from June 17, 2014 were not authenticated by the
physician at the time of survey. This observation was made on June 18, 2014 after the scribe and
provider had left the care area.

Elements of Performance:

4. Entries in the medical record are authenticated by the author. Information introduced into the medical record
through transcription or dictation is authenticated by the author. Note 1: Authentication can be verified through
electronic signatures, written signatures or initials, rubber-stamp signatures, or computer key. Note 2: For paper-
based records, signatures entered for purposes of authentication after transcription or for verbal orders are dated
when required by law or regulation or hospital policy. For electronic records, electronic signatures will be date-
stamped. Note 3: For hospitals that use Joint Commission accreditation for deemed status purposes: All orders,
including verbal orders, are dated and authenticated by the ordering practitioner or another practitioner who is
responsible for the care of the patient, and who, in accordance with hospital policy; law and regulation; and
medical staff bylaws, rules, and regulations, is authorized to write orders.

Scoring Category: C
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Clarification Documentation:

WHO: Title of who is responsible for the corrective action and ongoing compliance. Title of who
approved the action, policy, or procedure. Title of who was trained.

The use of scribes began during the system-wide implementation of MedHost, an electronic medical record
system for emergency departments, in fourth quarter 2012 and approved by CEQ.

WHAT: A description of the action taken, of the policy or process and how the element of
performance was addressed.

Scribes assist emergency department (ED) physicians with documentation in the electronic medical record
(EMR) while working in the ED. The primary purpose of the scribe is to allow the physician to maintain patient
focus by not only providing documentation but also apprise the physician of workflow statuses and the status of
tests performed. While documenting in the EMR, the scribe is responsible for inputting relevant data regarding
the physician/patient encounter into the medical record. The scribe cannot transcribe patient orders. Although
the scribe inputs data into the medical record, the physician is ultimately responsible for the information
contained in the medical record. Each scribe must include an attestation statement at the end of the medical
record that identifies the scribe as the person who documented the relevant data into the patient’s medical
record. This attestation statement must be documented into the EMR prior to the patient’s departure from the
patient care area and authenticated by the physician prior to the end of the shift. All scribes are trained and
proven competent by a third party scribe vendor prior to employment with a personnel file maintained on site.
TIC Surveyor’s Observations; Observed in Tracer Activities at LaFollette Medical Center (923 East Central
Ave., La Follette, TN) site for the Hospital deemed service. Observation 1. Observed that scribe entries from
June 17, 2014 were not authenticated by the physician at the time of survey. This observation was made on June
18, 2014 afier the scribe and provider had left the care area. Observed in Tracer Activities at LaFollette Medical
Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed service. Observation 2. Observed
that scribe entries from June 17, 2014 were not authenticated by the physician at the time of survey. This
observation was made on June 18, 2014 after the scribe and provider had left the care area. Observed in Tracer
Activities at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for the Hospital deemed
service. Observation 3. Observed that scribe entries from June 17, 2014 were not authenticated by the physician
at the time of survey. This observation was made on June 18, 2014 after the scribe and provider had left the care
area.

WHEN: A date of when each action, policy, procedure, and/or training was completed.

The ED physicians began utilizing scribes in October 2012, ED Provider Meeting minutes on 04/19/13 include a
review of the physician’s responsibilities as they relate to the use of scribes including documentation guidelines.
As of February 2014, for those ED physicians who choose to utilize scribes, those services are provided by a
third party scribe vendor with the understanding that all scribes must be trained and proven competent prior to
work.

HOW: A description of how the policy or process was implemented.

The information was included in the MedHost training for physicians completed in September/October 2012 and
reinforced with all ED physicians in April 2013.

WHY: An explanation of why this information was not reviewed during survey/review.

The surveyor reviewed 3 ED records belonging to one physician. Currently only 3 physicians use scribes. Chart
review of 50 May charts involving a random sampling of afl 3 physicians was completed. There was a 96%
compliance rate pertaining to attestation completed by the physician prior to the end of the shift.

[ T i —— PR A UU ¥ IR - - — —— = ——

The hospital honors the patient's right to give or withhold

HAP  Standard RI.01.03.01 ;¢\ ..0d consent.

Findings:
EP 11 §482.13(b)(2) - (A-0131) - (2) The patient or his or her representative (as allowed under State
law) has the right to make informed decisions regarding his or her care. The patient's rights include
being informed of his or her health status, being involved in care planning and treatment, and being
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able to request or refuse treatment. This right must not be construed as a mechanism to demand the
provision of treatment or services deemed medically unnecessary or inappropriate. This Standard is
NOT MET as evidenced by: Observed in Individual Tracer at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for the Hospital deemed service. The hospital's informed consent
policy did not include a requirement that there be a discussion regarding the risks related to not
receiving the proposed care, treatment and services. Three cases of surgical care were reviewed
containing detailed descriptions of the risks, benefits and alternatives of the proposed procedure, but
not the risk of not performing the procedure. These included cases of carotid endarterectomy, cataract

removal, and peripheral arterial bypass.
Elements of Performance:
11. The informed consent process includes a discussion about reasonable alternatives to the patient's proposed

care, treatment, and services. The discussion encompasses risks, benefits, and side effects related to the
alternatives and the risks related to not receiving the proposed care, treatment, and services.

Scoring Category: A
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was requested by the surveyor at that time. The manufacturer was contacted on 03/04/15, and a response was
made on 03/05/15, from the manufacturer, after the surveyor left.

e e i s S e b — R— e

LAB Standard LD.04.01.01 The laboratory complies with law and regulation.

Findings: EP 4 Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The pathologist performed fine needle aspirations on
site and the CLIA certificate did not list the subspecialty of cytology.

Elements of Performance:

4, Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) certificates for nonwaived laboratory
testing list all specialties and subspecialties for which the laboratory reports patient results.

Scoring Category: A

P e s b T e —— e e -

The laboratory participates in Centers for Medicare & Medicaid
Services (CMS)-approved proficiency testing programs for all
regulated analytes. Note: This participation in the proficiency
testing program includes the specialty of Microbiology, and
subspecialties of Bacteriology, Mycobacteriology, Mycology,
Parasitology, and Virology; the speciaity of Diagnostic
Immunology, and subspeciaities of Syphilis Serology and general
Immunology; the specialty of Chemistry, and subspecialties of
routine Chemistry, Endocrinology, and Toxicology; the speciaity
of Hematology (including routine Hematology and Coagulation);
the subspecialty of Cytology (limited to gynecologic
examinations); and the specialty of Immunohematology (ABO
group and Rho(D) typing, unexpected antibody detection,
compatibility testing, and antibody identification).

LAB Standard QSA.01.01.01

Findings: EP 5 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The laboratory received a score of 60% triglycerides,
0% body fluid triglycerides, 0% RBC (manual), and 60% rtheumatoid titer in the third event of 2014.
Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site for CLIA #(s) 44D0659202. The laboratory received a score of 60% BNP, 40% gram stain,
40% gram stain morphology, and 0% pH (body fluid) in the second event of 2014. The laboratory
received a score of 50% pH (amniotic fluid) in the first event of 2014. Observed in Proficiency
Testing at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for CLIA #(s)
44D0659202, The laboratory received a score of 50% ESR in the third event of 2013. The laboratory
received a score of 80% ABO type, 50% DAT, 0% vaginal wet mount, 0% microalbumin, and 50%
pH (amnio fluid) in the second event of 2013, Observed in Proficiency Testing at LaFollette Medical
Center (923 East Central Ave., La Follette, TN) site for CLIA #(s) 44D0659202. The laboratory
received a score of 0% total CO2 and 0% fecal lencocytes in the first event of 2013. The respiratory
department received scores of 0% pH, 0% pCO2 and 0% pO2 in the first event of 2013.

Elements of Performance:
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5. For each specialty, subspecialty, analyte, or test, the laboratory's proficiency testing results meet satisfactory
performance criteria in accordance with law and regulation. Note 1: Satisfactory performance criteria in the
Clinical Laboratory Improvement Amendments of 1988 (CLIA 88), Subpart H, include the following; -
Participating in a proficiency testing event. Failure to participate in a proficiency testing event results in a score
of 0 for the testing event. - Attaining a score of at least 80% for all specialties, subspecialties, or tests, except
ABO group and Rho(D) typing and compatibility testing - Attaining a score of 100% for ABO group and Rho
(D) typing or compatibility testing - Returning proficiency testing results to the proficiency testing provider
within the time frame specified by that provider. Failure to return proficiency testing results to the proficiency
testing provider within the time frame specified by that provider results in a score of 0 for the testing event. -
Submitting all results on the proficiency testing form. Omission of results could lead to a failure of attaining the
score necessary for satisfactory performance. Note 2: Most proficiency testing events with fewer than 10
participants automatically result in a score of 100% for the event. These challenges are not sufficient for
demonstrating that the laboratory has met satisfactory performance criteria. If this occurs, laboratories must
supplement with either interlaboratory comparisons as specified under QSA.01.05.01 or non—Centers for
Medicare & Medicaid Services (CMS)—approved proficiency testing provided by the instrument manufacturer.
(For proficiency testing events in which the laboratory achieves satisfactory performance but has unacceptable
proficiency testing results, see also QSA.01.02.01, EP 2)

Scoring Category: C

ey i o i e i T P i T e i s

The laboratary verifies the accuracy and reliability of results
obtained for nonregulated analytes and for those regulated
analytes for which compatible proficiency testing samples are
not available.

LAB Standard QSA.01.05.01

Findings: EP 1 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The laboratory did not have policies and procedures
that addressed verifying the accuracy and reliability of Platelet Function Test as part of their quality
control process.

Elements of Performance:

1. The laboratory has written policies and procedures that include acceptability criteria to verify the accuracy
and reliability of results obtained for nonregulated analytes and for those regulated analytes for which
compatible proficiency testing samples are not available. Note: Acceptable methods of accuracy verification for
nonregulated analytes include the following: - The laboratory uses proficiency testing. - Every six months, the
laboratory sends five specimens to a Clinical Laboratory Improvement Amendments of 1988 (CLIA ‘88)—
certified reference laboratory for comparison with its own results. - Interlaboratory quality control results are
used to verify the continuing reliability of the tests not included in the proficiency testing program (for example,
peer comparisons). - Throughout the year, the technical supervisor of the laboratory retests a random sample of
microscopic tests from each staff who performs such testing. - Duplicate testing is performed by two different
individuals who perform such tests as reticulocyte counts, urine sediments, and crystal identification.

Scoring Category: A

P e e e e s win e ———— e ———— e ———————— e —————— ot

LAB Standard QSA.02.03.01 The laboratory performs calibration verification.
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EP 2 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The respiratory department did not include a minimal
and maximum value when they performed a verification of the reportable ranges for blood gas tests.
For example, the pCO2 range was verified from 18-101mm Hg while the machine reported 5-115 mm
Hg. and the O2 verified range was 0-760 mm Hg and the machine reported values between 0-760
mmHg.

Elements of Performance:

2. The laboratory tests the reportable range of results during the calibration verification process, including a
minimal value, a midpoint value, and a maximum value based on the manufacturer’s directions and instrument
history. Note: The Joint Commission does not require the purchase of commercial linearity kits to meet this
requirement. Quality control materials, previously tested proficiency testing samples with known results, and
calibration materials are acceptable to use for calibration verification.

Scoring Category: A

The organization has policies and procedures to monitor and

LAB Standard QSA.05.18.01 evaluate the patient and report suspected transfusion-related

adverse events.

Findings:

EP 7 Observed in Tracer Activities at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site for CLIA #(s) 44D0659202. The organization did not follow their policies and procedures
for documentation of blood transfusions in the patient reviewed from December 2014. The date and
time each unit was started was not documented on the transfusion form for unit #1, unit #3, unit #4
and unit #5. There was no other documentation of the date transfused on any of the forms. One of the
units (platelets) did not have any documentation of a visnal check and time of issue documented in
the laboratory LIS.

Elements of Performance:

7. The organization follows its policies and procedures that guide the monitoring of the patient and the reporting
of suspected transfusion-related adverse events during blood and blood component administration.

Scoring Category: A

T~

LAB Standard WT.01.01.01

Policies and procedures for waived tests are established, current,
approved, and readily available.

Findings:

EP 3 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave.,
La Follette, TN) site. The package inserts used as policies and procedures for each waived test had
not been enhanced to include site specific polices. For example, the quality control frequency and
type were not defined for urine pregnancy tests. The procedure for performance and documentation of
the occult blood test was not defined. EP 4 Observed in Document Review at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The
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director listed on the CLIA certificate for the clinic had not approved in writing the policies and
procedures for the waived testing nor were the policies and procedures reviewed and signed at least
every three years. EP 6 Observed in Document Review at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for CLIA #(s) 44D0659202. The laboratory did not follow the
manufacturer's instructions for follow up cultures on all negative Strep A tests. Observed in
Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. The clinic did not follow the manufacturer's instructions for follow
up cultures on all negative Strep A tests. Observed in Document Review at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The clinic
did not follow the manufacturer's instructions for ensuring that the normal and abnormal quality
controls were acceptable prior to performing patient testing for the glucometer. Quality controls
performed on the current lot number since January 2015 were out of range. Patient tests were reported
and no corrective action was performed. Observed in Document Review at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189.
Manufacturer's recommendations for the storage of reagents was not follow in January and February
2015. The temperature of the refrigerator was documented as 1 degree Centigrade on 15 days. The
required range was 2-8 degrees Centigrade. Also the documented range for the weekends was 10-30
degrees Centigrade. The clinic did not document any temperatures for the test kits stored in the lab
room.

Elements of Performance:

3. If manufacturers’ manuals or package inserts are used as the policies or procedures for each waived test, they
are enhanced to include specific operational policies (that is, detailed quality control protocols and any other
institution-specific procedures regarding the test or instrument).

Scoring Category: A

4. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments
of 1988 (CLIA '88) certificate, or a qualified designee, approves in writing policies and procedures for waived
testing at the following times: - Before initial use of the test for patient testing - Periodically thereafter, as defined
by the person whose name appears on the CLIA certificate but at least once every three years - When changes in
procedures occur (for example, when manufacturers' updates to package inserts include procedural changes or
when a different manufacturer is used)

Scoring Category: A

6. Written policies, procedures, and manufacturers' instructions for waived testing are followed. (See also
WT.04.01.01, EPs 3-5) Note: Manufacturers' recommendations and suggestions are surveyed as requirements.

Scoring Category: C

The person from the organization whose name appears on the
Clinical Laboratory Improvement Amendments of 1988 {CLIA '88)
certificate identifies the staff responsible for performing and

LAB Standard WT.02.01,.01 supervising waived testing. Note 1: Responsible staff may be
employees of the organization, contracted staff, or employees of
a contracted service. Note 2: Responsible staff may be identified
within job descriptions or by listing job titles or individual names.
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Findings: EP 1 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave.,
La Follette, TN) site for CLIA #(s) 44D1043189. The person whose name appeared on the CLIA
certificate had not identified in writing the staff responsible for performing all the waived tests in the
clinic. EP 2 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central
Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The person whose name appeared on the
CLIA certificate had not identified in writing the staff responsible for supervising all the waived tests
in the clinic.

Elements of Performance:

1. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments
of 1988 (CLIA '88) certificate, or a qualified designee, identifies, in writing, the staff responsible for performing
waived testing,

Scoring Category: A
2. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments

of 1988 (CLIA '88) certificate, or a qualified designes, identifies, in writing, the staff responsible for supervising
waived testing.

Scoring Category: A

Staff and licensed independent practitioners performing waived
tests are competent.

LAB Standard WT.03.01.01

Findings: EP 5 Observed in Competency Session at LaFollette Med Ctr Jacksboro Clinic (3170 Appalachian
Highway, Suite 5, Jacksboro, TN) site for CLIA #(s) 44D1058087. The clinic did not use two of the
above methods to assess and document competency in November/December 2014 on the employee
reviewed. The employee performed urine dip stick, urine pregnancy, flu A/B, Strep A and
glucometer. Observed in Competency Session at Tennova LaFollette Medical Ctr Clinic (905 E.
Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The clinic did not use two of the
above methods to assess and document competency to perform protime and urine HCG in February
2015 on the employee reviewed. Only a direct observation was documented. Observed in
Competency Session at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. The clinic did not use two of the above methods to assess and
document competency on the physician reviewed who performed fecal and gastric occult blood tests.
The organization had not used the credentialing process in lieu of annual competency assessment to
document training and competency:

Elements of Performance:

5. Competency for waived testing is assessed using at least two of the following methods per person per test: -
Performance of a test on a blind specimen - Periodic observation of routine work by the supervisor or qualified
designee - Monitoring of each user's quality control performance - Use of a written test specific to the test
assessed

Scoring Category: A
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LAB Standard WT.05.01.01 The organization maintains records for waived testing.

Findings: EP 1 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave.,
La Follette, TN) site for CLIA #(s) 44D1043189. Internal quality control results were not documented
for patient tests for hemoceult tests performed in the clinic. Observed in Document Review at
Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s)
44D1043189. External quality controls were not documented for the current lot number of urine HCG
tests. There were no external quality controls documented for the past three lot numbers. Observed in
Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. External positive and negative quality controls were not documented
for the current lot number of StrepA tests opened in February 2015. . Observed in Document Review
at Tennova LaFollette Medical Cir Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s)
44D1043189. External negative quality controls were not documented for the current and past two lot
numbers of Flu A/B tests. EP 3 Observed in Tracer Activities at Tennova LaFollette Medical Ctr
Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. For the protime/INR
reviewed at the clinic, the normal values (normal patient reference interval) did not accompany the
patient results documented in the Athena EMR. Observed in Tracer Activities at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. For the
finger stick glucose reviewed at the clinic, the normal values (normal patient reference interval) did
not accompany the patient results documented in the Athena EMR. EP 4 Observed in Document
Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for
CLIA #(s) 44D1043189. There was no audit trail for associating the tests results and internal quality
control with each Iot number of strips used in the Coaguchek XS. The lot number of strips were not
documented. Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E.
Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. There was no audit trail for
associating the tests results and external quality control with each lot number of strips used in the
glucometer. The lot numbers of of the normal and abnormal quality controls were not documented.
Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La
Follette, TN) site for CLIA #(s) 44D1043189. There was no audit trail for associating the tests results
and internal quality control with each lot number of hemoccult cards used. The lot number of the
hemoccnlt kit was not documented.

Elements of Performance:

1. Quality control results, including internal and external controls for waived testing, are documented. Note 1:
Internal quality controls may include electronic, liquid, or control zone. External quality controls may include
electronic or liquid. Note 2: Quality control results may be located in the clinical record.

Scoring Category: C

3. Quantitative test result reports in the patient's clinical record for waived testing are accompanied by reference
intervals (normal values) specific to the test method used and the population served. (See also DC.02.03.01, EP
14) Note 1: Semiquantitative results, such as urine macroscopic and urine dipsticks, are not required to comply
with this element of performance. Note 2: If the reference intervals (normal values) are not documented on the
same page as and adjacent to the waived test result, they must be located elsewhere within the patient's permanent
clinical record. The result must have a notation directing the reader to the location of the reference intervals
(normal values) in the patient's clinical record.

Scoring Category: A
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4. Individual test results for waived testing are associated with quality control results and instrument records.
Note: A formal log is not required, but a functional audit trail is maintained that allows retrieval of individual test

results and their association with quality control and instrument records.

Scoring Category: A
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Campbell County HMA, LLC
Organization ID: 3915
923 East Central Avenuela Follette, TN 37766

Accreditation Activity - 45-day Evidence of Standards Compliance Form
Due Date: 4/20/2015

The organization has policies and procedures to monitor and
LAB Standard QSA.05.18.01 evaluate the patient and report suspected transfusion-related
adverse events. .

Findings: EP 7 Observed in Tracer Activities at LaFollette Medical Center (923 East Central Ave., La Follette,
TN} site for CLIA #(s) 44D0659202. The organization did not follow their policies and procedures
for documentation of blood transfusions in the patient reviewed from December 2014. The date and
time each unit was started was not documented on the transfusion form for unit #1, unit #3, unit #4
and unit #5. There was no other documentation of the date transfused on any of the forms. One of the
units (platelets) did not have any documentation of a visual check and time of issue documented in
the laboratory LIS,

Elements of Performance:

7. The organization follows its policies and procedures that guide the monitoring of the patient and the
reporting of suspected transfusion-related adverse events during blood and blood component administration.

Scoring Category: A

Corrective Action Taken:
WHO:
The Lab Director is ultimately responsible for the corrective action and for overall and ongoing compliance.

WHAT:

"Blood and Blood Products-Transfusion" policy was reviewed with no revisions required. The policy was
approved 11/20/2013 by the CNO and the lab medical director. Education is completed with all new employees
and ongoing education is completed with nursing annual review. Re-education was started with staffin the
February 25,2015 staff meeting, follow-up in service was also done on 04/10/2015. A copy of the policy as
well as an example completed blood transfusion form was placed in the communication book and hung at the
nurses stations, to reach those nurses not available for staff meetings. Lab Staff were re-educated to the
requirement of documenting visual check time of issue by individual education of each laboratory staff
member.

WHEN:

The policy was approved 11/01/2013 by the CNO and the lab medical director. Review of the policy by the Lab
Director and CNO was completed 03/19/2015. Re-education of staff on the policy requirements was completed
4/10/2015,

HOW:

Monthly chart audits for blood transfusion will be completed by each department manager. The Iab director
will send out a list of all blood transfusions to each department manager, who then will review for
completeness of chart and proper documentation. Based on the mumber of blood transfusions,which is
approximately 30 per month, 100% will be audited and reported to the lab medical director. Any nurse who is
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out of compliance with the blood transfusion document will be counseled one on one upon discovery.
Monitoring of the blood transfusion sheets will be reported through the Operative Case and Blood Utilization
Committee, then reported up through Performance Improvement Committee. Laboratory sign out
documentation will be reviewed at least monthly by the Director/designee and the results will be reported to the
Case and Blood Utilization Committee as well.

et —— e e
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Policies and procedures for walved tests are established, current,
approved, and readily available.

LAB Standard WT.01.01.01

Findings: EP 3 Observed in Document Review at Tennova LaFollette Medical Cir Clinic (905 E. Central Ave.,
La Follette, TN) site. The package inserts used as policies and procedures for each waived test had
not been enhanced to include site specific polices. For example, the quality control frequency and
type were not defined for urine pregnancy tests. The procedure for performance and documentation of
the occult blood test was not defined. EP 4 Observed in Document Review at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The
director listed on the CLIA certificate for the clinic had not approved in writing the policies and
procedures for the waived testing nor were the policies and procedures reviewed and signed at least
every three years. EP 6 Observed in Document Review at LaFollette Medical Center (923 East
Central Ave., La Follette, TN) site for CLIA #(s) 44D0659202. The laboratory did not follow the
manufacturer's instructions for follow up cultures on all negative Strep A tests. Observed in
Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. The clinic did not follow the manufacturer's instructions for follow
up cultures on all negative Strep A tests. Observed in Document Review at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The clinic
did not follow the manufacturer's instructions for ensuring that the normal and abnormal quality
controls were acceptable prior to performing patient testing for the glucometer. Quality controls
performed on the current lot number since January 2015 were out of range. Patient tests were reported
and no corrective action was performed. Observed in Document Review at Tennova LaFollette
Medical Cir Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s} 44D1043189.
Manufacturer's recommendations for the storage of reagents was not follow in January and February
2015, The temperature of the refrigerator was documented as 1 degree Centigrade on 15 days. The
required range was 2-8 degrees Centigrade. Also the documented range for the weekends was 10-30
degrees Centigrade. The clinic did not document any temperatures for the test kits stored in the lab
room.

Elements of Performance:

3. If manufacturers’ manuals or package inserts are used as the policies or procedures for each waived test, they
are enhanced to include specific operational policies (that is, detailed quality control protocols and any other
institution-specific procedures regarding the test or instrument).

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

All insert sheets are no longer used for the policy and procedure. All site specific procedures performed at the
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rural health clinic were approved by the clinic medical director and lab director. An education in-service was
completed with the staff personnel and medical director of the clinic on the new policies.

WHEN:
New policies were developed and approval was completed on 3/12/15 An education in-service was completed
with the staff personnel and medical director of the clinic on 03/12/2015.

HOW:

Lab director will do annual review of policy and procedures, as well as with any new or revised test method, to
monitor current testing and ensure medical director is reviewing and signing policy and procedures every three
(3) years.

4. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments
of 1988 (CLIA '88) certificate, or a qualified designee, approves in writing policies and procedures for waived
testing at the following times: - Before initial use of the test for patient testing - Periodically thereafter, as defined
by the person whose name appears on the CLIA certificate but at least once every three years - When changes in
procedures occur (for example, when manufacturers' updates to package inserts inchude procedural changes or
when a different manufacturer is used)

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

All insert sheets are no longer used for the policy and procedure. All site specific procedures performed at the
rural health clinic were approved by the clinic medical director and lab director. An education in-service was
completed with the staff personnel and medical director of the clinic.

WHEN:
The new policy and procedures were developed on 03/12/2015 and the medical director approved and signed the
policy and procedures on 03/16/2015.

HOW:
Lab director will do annual review of policy and procedures to monitor current testing and ensure medical
director is reviewing and signing policy and procedures every three (3) years.

6. Written policies, procedures, and manufacturers' instructions for waived testing are followed. (See also
WT.04.01.01, EPs 3-5) Note: Manufacturers' recommendations and suggestions are surveyed as requirements.

Scoring Category: C

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

1. "Quickvue Strep A" policy was developed and included a statement that all negative results would be sent fora
culture. An education in-service was completed with the selected staff personnel and medical director of the
clinic on 03/12/2015. 2. "AVIVA Glucometer" policy was developed and included a statement that quality
control will be logged daily and if any corrective action needed to be completed will be documented. The
previous pre-printed log sheet with incorrect ranges was discarded. A new log sheet with a place to write the
ranges in was placed in the book. The QC values noted by the surveyor were within acceptable range, but the
incorrect range was noted on the logbook. Staff were educated regarding how to document QC and QC ranges. 3.
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A certified room temperature thermometer was purchased. A room monitoring temperature log was developed.
Staff educated on the proper readings of the thermometer. The temperature log will be checked daily Monday
thru Friday during normal clinic hours. On Friday at the close of clinic hours the meter's minimum and maximum
memory will be reset to record temperatures over the weekends. On Monday at the opening of the clinic
operations the temperatures over the weekends will be recorded and the memory will again be cleared to start the
normal work week. Corrective actions will be documented for all out of ranges. Staff were educated by the
Director on documentation requirements, as well as actions required when acceptable temperatures are exceeded.

WHEN:

1. The new policy and procedures were developed on 03/12/2015 and the medical director approved and signed
the policy and procedures on 03/16/2015. 2. The new policy and procedures were developed on 03/12/2015 and
the medical director approved and signed the policy and procedures on 03/16/2015. 3. The room temp
thermometer was put into service on 03/12/2015. Staff was educated on 03/12/2015.

HOwW:

1. Lab director will review strep log to ensure all negative strep specimens were sent for culture. 2. Lab director
will review glucometer log monthly to ensure all quality control results were within acceptable ranges and
corrective action was performed and documented. 3. Lab director will review temperature log monthly to ensure
acceptable temperature were maintained, and corrective actions documented if temps not in range, Specific
review is defined in the Evaluation Method section below:

Evaluation 1.Sample size is 100% of negative strep tests, number of days glucose testing is performed and
Method: number of days in each month that all required temperatures were documented. These numbers
will be obtained from both clinic laboratory locations. 2. No selection process as all data in #1
will be included. 3. This will be monitored monthly for four consecutive months. 4. The
denominator equals total number of negative strep tests at each clinic + number of days glucose
testing was done at each clinic + (number of days in each month times the number of
temperatures that must be documented each day) 5. The numerator equals number of negative
streps that were sent for culture at each location + number of acceptable glucose controls
documented at each location + (number of acceptable temperatures documented times number of
days in the month) 6. This data will be reported monthly to the Quality Director.
Measure of

Success Goal 90
(%):

Staff and licensed independent practitioners performing waived

Findings: EP 5 Observed in Competency Session at LaFollette Med Ctr Jacksboro Clinic (3170 Appalachian
Highway, Suite 5, Jacksboro, TN) site for CLIA #(s) 44D1058087. The clinic did not use two of the
above methods to assess and document competency in November/December 2014 on the employee
reviewed. The employee performed urine dip stick, urine pregnancy, flu A/B, Strep A and
glucometer. Observed in Competency Session at Tennova LaFollette Medical Ctr Clinic (905 E.
Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The clinic did not use two of the
above methods to assess and document competency to perform protime and urine HCG in February
2015 on the employee reviewed. Only a direct observation was documented. Observed in
Competency Session at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. The clinic did not use two of the above methods to assess and
document competency on the physician reviewed who performed fecal and gastric occult blood tests.
The organization had not used the credentialing process in lieu of annual competency assessment to
document training and competency.

Elements of Performance:
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5. Competency for waived testing is assessed using at least two of the following methods per person per test: -
Performance of a test on a blind specimen - Periodic observation of routine work by the supervisor or qualified
designee - Monitoring of each user's quality control performance - Use of a written test specific to the test

assessed

Scoring Category: A

Corrective Action Taken:

WHO:

The Medical Director of the Rural Health Clinics is ultimately responsible for the cormrective action and for
overall and ongoing compliance.

WHAT:

Each clinic has two (2) assigned employees to perform testing. The lab director has proved competency by using
two (2) of the four (4) required methods. Employees were observed performing finger stick glucose testing,
finger stick protime, hemoccult/gastric card testing, influenza testing, urine pregnancy, rapid strep testing, and
urine dip strip testing, and were given a quiz. A policy was developed for competency, stating all initial hired
testing personnel will have competency assessed in this manner. This will be repeated annually and with any
new or revised test method. During the educational in service all clinic personnel were instructed that only the
selected trained personnel could perform testing, what the competency testing policy required and what their
responsibilities were. The Lab Director approved the policy and competency format.

WHEN:

There was verbal, visual and observation training completed on 03/12/2015. The competency quiz was given to
the selected employees on 03/12/2015. Competency approved by Medical Director of the Rural Health Clinic on
04/17/2015.

HOW:

The lab director will perform competency testing on all personnel assigned to perform lab testing and any new
hires that will be testing,annually thereafter, and with any new tests that may be added. The Lab Director is
responsible for insuring competency is attained, documented and maintained.
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Campbell County HMA, LL.C
Organization ID: 3915
923 East Central AvenuelLa Follette, TN 37766

Accreditation Activity - 60-day Evidence of Standards Compliance Form
Due Date: 5/5/2015

Laboratory leaders designate laboratory resources needed to
LAB Standard IC.01.02.01 support the organizationwide infection prevention and control
activities.

Findings: EP 3 Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The organization did not provide the required
equipment for performance of the Illumigene test (C.diff) as required by the manufacturer. The
manufacturer required following BSC Level 2 recommendations which included a safety hood. (See
also IC.01.03.01 ep2)

Elements of Performance:

3. The laboratory provides equipment and supplies for the laboratory services needed to support the
organizationwide infection prevention and control program.

Scoring Category: A

Corrective Action Taken:
WHO:
The Lab Director is ultimately responsible for the corrective action and for overall and ongoing compliance.

WHAT:

The product insert supplied by the manufacturer states that level two (2) biosafety guidelines must be followed.
Evidence shown in the "Biosafety in Microbiological and Biomedical Laboratories", 5th edition manual.
Section C: Safety Equipment (Primary Barriers and Personal Protective Equipment), #1 states: "Properly
maintained BSCs, other appropriate personal protective equipment, OR other physical containment devices
must be used whenever". After doing a risk analysis of the procedure, only the steps prior to heat treatment
have the potential to create infectious splashes, because the heat treatment step lyses the cells and renders them
non-infectious. Only the step in which the sample prep device is inoculated should fall under this criteria. When
vortexing the sample prep it is in a closed system, and when drops are dispensed into the heat treatment tube
the sample prep tube is held inside the heat treatment tube when dispensing. This eliminates the potential for
splashing. Tests are performed once daily as batch tests with only one person involved in the procedure. The
tests are performed behind a closed door in a negative pressure room. Proper person protective equipment is
womn at all times including gown, gloves and face protection. Manufacturer’s recommended cleaning processes
are followed daily for all counters in the room where testing is performed. This process is part of each staff
members competency assessment for this test.

WHEN:

In Feb 2012, started using "illumigene c. difficile" DNA Amplification Assay for the detection of cytotoxigenic
c. difficile in stool, have been following the manufacturers guidelines since day one of use. Risk analysis
survey was completed on 03/23/2015.

HOW:
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The laboratory Director is responsible for ongoing compliance by assuring staff follow all safety precautions,
use personnel protective equipment appropriately and are competent in all tests performed. The
Director/designee do daily observations of staff to assure all safety rules are followed. Any violations are
reported via incident report and followed up per facility policy.

LAB Standard LD.04.01.01 The laboratory complies with law and regulation.

Findings: EP 4 Observed in Document Review at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The pathologist performed fine needle aspirations on
site and the CLIA certificate did not list the subspecialty of cytology.

Elements of Performance:

4, Clinical Laboratory Improvement Amendments of 1988 (CLIA '88) certificates for nonwaived laboratory
testing list all specialties and subspecialties for which the laboratory reports patient results,

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

Pathologist only reports fine needle aspirates at LaFollette Medical Center as adequate or inadequate. No
additional descriptions are made. This was discussed with the state CLIA office and they advised us not to add
to the CLIA certificate unless we start giving more a more detailed description.

WHEN:

On 03/09/2015 the pathology process for reporting fine needle aspirates were reported as adequate or inadequate
only. On 04/06/2015 the state CLIA office advised against updating the CLIA certificated unless we start giving
more a more detailed description.

HOW:

The Laboratory Director will review the CLIA certificate every 2 years and as new services are added or deleted
to insure it remains accurate.

The laboratory participates in Centers for Medicare & Medicaid
Services (CMS)-approved proficiency testing programs for all
regulated analytes. Note: This participation in the proficiency
testing program includes the specialty of Microbiology, and
subspecialties of Bacteriology, Mycobacteriology, Mycology,
Parasitology, and Virology; the specialty of Diagnostic

LAB Standard QSA.01.01.01 Immunology, and subspecialties of Syphilis Serology and general
Immunology; the specialty of Chemistry, and subspecialties of
routine Chemistry, Endocrinology, and Toxicology; the specialty
of Hematology (including routine Hematology and Coagulation);
the subspecialty of Cytology (limited to gynecologic
examinations); and the specialty of Immunohematology (ABO
group and Rho(D) typing, unexpected antibody detection,
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compatibility testing, and antibody identification).

Findings: EP 5 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The laboratory received a score of 60% triglycerides,
0% body fluid triglycerides, 0% RBC (manual), and 60% rheumatoid titer in the third event of 2014,
Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La Follette,
TN) site for CLIA #(s) 44D0659202. The laboratory received a score of 60% BNP, 40% gram stain,
40% gram stain morphology, and 0% pH (body fluid) in the second event of 2014. The laboratory
received a score of 50% pH (amniotic fluid) in the first event of 2014. Observed in Proficiency
Testing at LaFollette Medical Center (923 East Central Ave., La Follette, TN) site for CLIA #(s)
44D0659202. The laboratory received a score of 50% ESR in the third event of 2013. The laboratory
received a score of 80% ABO type, 50% DAT, 0% vaginal wet mount, 0% microalbumin, and 50%
pH (amnio fluid) in the second event of 2013, Observed in Proficiency Testing at LaFollette Medical
Center (923 East Central Ave., La Follette, TN) site for CLIA #(s) 44D0659202. The laboratory
received a score of 0% total CO2 and 0% fecal leucocytes in the first event of 2013. The respiratory
department received scores of 0% pH, 0% pCO2 and 0% pO2 in the first event 0f 2013.

Elements of Performance:

5. For each specialty, subspecialty, analyte, or test, the laboratory's proficiency testing results meet satisfactory
performance criteria in accordance with law and regulation. Note 1: Satisfactory performance criteria in the
Clinical Laboratory Improvement Amendments of 1988 (CLIA ‘88), Subpart H, include the following: -
Participating in a proficiency testing event. Failure to participate in a proficiency testing event results in a score
of 0 for the testing event. - Attaining a score of at least 80% for all specialties, subspecialties, or tests, except
ABO group and Rho(D) typing and compatibility testing - Attaining a score of 100% for ABO group and Rho
(D) typing or compatibility testing - Returning proficiency testing results to the proficiency testing provider
within the time frame specified by that provider. Failure to return proficiency testing results to the proficiency
testing provider within the time frame specified by that provider results in a score of 0 for the testing event. -
Submitting all results on the proficiency testing form. Omission of resuits could lead to a failure of attaining the
score necessary for satisfactory performance. Note 2: Most proficiency testing events with fewer than 10
participants automatically result in a score of 100% for the event. These challenges are not sufficient for
demonstrating that the laboratory has met satisfactory performance criteria. If this occurs, laboratories must
supplement with either interlaboratory comparisons as specified under QSA.01.05.01 or non—Centers for
Medicare & Medicaid Services (CMS)—approved proficiency testing provided by the instrument manufacturer.
(For proficiency testing events in which the laboratory achieves satisfactory performance but has unacceptable
proficiency testing results, see also QSA.01.02.01, EP 2)

Scoring Category: C

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

1.The score of 60% triglycerides in the third event of 2014- This was a result of a bad Cal curve. New results
repeated, patients reviewed. First event of 2015 test was 100%. 2.0% body fluid triglycerides in the third event
of 2014- This was a result of a bad Cal curve.New results repeated, patients reviewed.Unsuccessful results in the
first event of 2015. This low volume test and Laboratory directors decided to send test out from first event 2015
forward. 3. 0% RBC (manual), in the third event of 2014- The lab tech failed to identify the accurate amount of
RBC on the cell count. Education video was shown to staff.Staff proved competency by counting QC material.
4.60% rheumatoid titer in the third event of 2014- After reviewing the report on 01/06/2015,for the third event
of 2014 the rheumatoid titer was in fact 100%, not 60% as reported by inspector. 5.60% BNP in the second
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event of 2014- QC results in on day of testing, but a result of 0 was obtained 3 times during QC. Best
explanation is end of one flex and start of another. Proficiency test results out, but difference not clinically
significant. Patient results reviewed, no difference noted. 6.40% gram stain and morphology in the second event
of 2014- Gram staining technique and interpretation by tech questioned.tech reviewed slides, improved on
accuracy, still not 100%. Education on proper gram staining techniques performed by lab manager, education on
gram stain morphology performed also. Tech was given blind samples, using new technique, results 100%. 7.0%
pH (body fluid) in the second event of 2014- Testing was performed on a newly purchased pH meter.
Manufacturer consulted and recommended to not perform pH body fluid on the meter purchased. This was
discontinued. 8.50% pH (amniotic fluid) in the first event of 2014- pH paper used had range of 6 and 7, test
result of 6.5, discussed with medical director, had personnel reanalyze, acceptable results. 9.50% ESR in the
third event of 2013- Improper technique used by tech, Education and demonstration performed on 03/17/2014
by lab manager. 10.80% ABO type in the second event of 2013- Clerical error, tech had A listed on worksheet,
but chose O on work form. When results were received, the tech was no longer employed at facility. 11.50%
DAT in the second event of 2013- Unable to retest sample due to mishandling after initial testing. When results
were received, the tech was no longer employed at facility. 12.0% vaginal wet mount in the second event of
2013- Clue cell criteria questioned on sample, consulted with pathologist. 13.0% micro albumin in the second
event of 2013- Clerical error in reporting results to lab director, did not adjust decimal point, first time reporting
micro albumin on new chemistry equipment. 14.50% pH (amino fluid) in the second event of 2013- Error due to
visual color interpretation of pH paper. On 07/29/2013, discussed with pathologist re: alternate testing methods.
15.0% total CO2 in the first event of 2013~ Bias low on all 5 samples, QC reviewed and acceptable. Patient
results reviewed, no trends noted. Tech delayed from time of opening sample to testing sample. 16.0% fecal
leukocytes in the first event of 2013-Clerical error in reporting results in computer by lab manager. Tech
obtained correct results, corrective action secondary review of results before submitting. 17.0% pH, 0% pCO2
and 0% pO2 in the first event of 2013- The yearly order for CAP proficiency testing supplies was ordered in
December 2012. Lab also placed an order for the same thing at the same time. The order for the respiratory
department was canceled, due to the fact they thought it was a duplicate order. This was not realized until March
2013. CAP was called in April and asked if supplies for proficiency testing could be sent, we were told, no it
was too late. An order was placed immediately for the 2nd, 3rd, and 4th Qtr supplies.

WHEN:

1.0n 02/13/2015 new Cal curve results repeated, patlents reviewed. 2.02/13/2015 new Cal curve results
repeated, patients reviewed.Unsuccessful results in the first event of 2015. This low volume test and Laboratory
directors decided to send test out from first event 2015 forward. 3. Education video was shown to staff and
completed on 12/08/2014, staff proved competency by counting QC material. 5.0n 07/10/2014,patient results
reviewed, no difference noted. Third event of 2014 the proficiency testing results were noted to be 100%. 6.0n
09/23/2014, tech reviewed slides, improved on accuracy, still not 100%. Education on proper gram staining
techniques perfonned by lab manager, education on gram stain morphology performed also. Tech was given
blind samples, using new technique, results 100% on 09/23/2014. 7 Patient testing had been performed on
07/16/2014. New meter that had the capability of performing pH was purchased on 07/20/2014. The third event
of 2014, pH body fluid performance testing was 100%. 8.Acceptable results obtained on 03/26/2014,
9.Education and demonstration performed on 03/17/2014 by lab manager. 100% accuracy for all 3 events 2014.
10.Third event 2013 was 100%. 07/29/13 random patient selected from employees work history, all results
acceptable, 11. Third event 2013 was 100%. 07/29/13 random patient selected from employees work history, all
results acceptable. 12.Education performed on 09/09/13. Results 100% in third event. 13.Results were reviewed
after decimal point was adjusted and were acceptable on 07/22/2013. 100% since 3rd event 2013. 14.0n
07/29/2013, discussed with pathologist re: alternate testing methods. New pH meter was purchased on
07/20/2014 Third event of 2013 results were 100%. 15.Education on 04/29/13 concerning significance of timely
testing. Second event of 2013 was 100%. 16.Second event 2013 results 100%. Staffing back to adequate level.
17.An order was placed in March 2013 for the 2nd, 3rd, and 4th Qtr supplies. Proficiency testing was completed
for 2nd Qtr in June 2013, 3rd and 4th Qtrs were on time. Results for 2nd, 3rd and 4th Qtrs were 100%.

HOW:

The lab director will monitor all proficiency testing for the lab department and will report to the Performance
Improvement Committee Quarterly. The respiratory director will monitor all proficiency testing for the
respiratory department and will report to the Performance Improvement Committee Quarterly.
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The laboratory verifies the accuracy and reliability of results
obtained for nonregulated analytes and for those regulated
LAB  Stantddnd QSA:01.05.01 analytes for which compatible proficiency testing samples are

not available.

Findings: EP 1 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The laboratory did not have policies and procedures
that addressed verifying the accuracy and reliability of Platelet Function Test as part of their quality

control process.

Elements of Performance:

1. The laboratory has written policies and procedures that include acceptability criteria to verify the accuracy
and reliability of results obtained for nonregulated analytes and for those regulated analytes for which
compatible proficiency testing samples are not available. Note: Acceptable methods of accuracy verification for
nonregulated analytes include the following: - The laboratory uses proficiency testing. - Every six months, the
laboratory sends five specimens to a Clinical Laboratory Improvement Amendments of 1988 (CLIA ‘88)—
certified reference laboratory for comparison with its own results. - Interlaboratory quality control results are
used to verify the continuing reliability of the tests not included in the proficiency testing program (for example,
peer comparisons). - Throughout the year, the technical supervisor of the laboratory retests a random sample of
microscopic tests from each staff who performs such testing. - Duplicate testing is performed by two different
individuals who perform such tests as reticulocyte counts, urine sediments, and crystal identification.

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The policy “Platelet Function Test” was reviewed and revised to state that “Every six months, the laboratory
sends five specimens to a Clinical Laboratory Improvement Amendments of 1988 (CLIA ‘88)—certified

reference laboratory for comparison with its own results.” The Reference Laboratory 45 minutes from our
facility and uses the same test method, Comparison results must be within manufacturers recommended limits of

15%. The first set of specimens was analyzed and acceptable.

WHEN:

The policy was reviewed and revised the Laboratory Medical Director on 04/28/2015. The laboratory technical
specialist was educated on the new process of sending specimens for comparison on 04/28/2015. First set of
specimens completed and acceptable 4/30/15..

HOW:

The Laboratory Director made a calendar entry to remind him when these validations are due. Results will be
reported to Quality Committee along will other PT information as part of the laboratories Performance
Improvement process.

LAB Standard QSA.02.03.01 The laboratory performs calibration verification.

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx?Event=39843274 8/10/2015
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Findings: EP 2 Observed in Proficiency Testing at LaFollette Medical Center (923 East Central Ave., La
Follette, TN) site for CLIA #(s) 44D0659202. The respiratory department did not include a minimal
and maximum value when they performed a verification of the reportable ranges for blood gas tests.
For example, the pCO2 range was verified from 18-101mm Hg while the machine reported 5-115 mm
Hg. and the O2 verified range was 0-760 mm Hg and the machine reported values between 0-760
mmHg.

Elements of Performance:

2. The laboratory tests the reportable range of results during the calibration verification process, including a
minimal value, a midpoint value, and a maximum value based on the manufacturer’s directions and instrument
history. Note: The Joint Commission does not require the purchase of commercial linearity kits to meet this
requirement. Quality control materials, previously tested proficiency testing samples with known results, and
calibration materials are acceptable to use for calibration verification.

Scoring Category: A

Corrective Action Taken:

WHO:

The Respiratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The RT Director revised the calibration verification process to include putting the range limits into the IT system
so that no results outside these limits could be reported. The Sunquest system used for patient reporting of

ABG's was updated with the appropriated low and high ranges. Staff were educated to the new ranges by memo
from the RT Director.

WHEN:

On 3/9/2015 the reflection of appropriated low and high reportable ranges were made by Sunquest. Education
completed 4/28/15.

HOW:

The Respiratory Director will do bi-annual linearity studies that are approved by the Medical Director. These
checks will be performed on all ABG testing, Any changes that need to be made will be done at that time. The
Director will review all ABG reports for the presence of these ranges.

fr———— T P — i —— e e —— e - R — V)

The person from the organization whose name appears on the
Clinical Laboratory Improvement Amendments of 1988 (CLIA '88)
certificate identifies the staff responsible for performing and

LAB Standard WT.02.01.01 supervising waived testing. Note 1: Respansible staff may be
employees of the organization, contracted staff, or employees of
a contracted service. Note 2: Responsible staff may be identified
within job descriptions or by listing job titles or individual names.

Findings:
EP 1 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave.,
La Follette, TN) site for CLIA #(s) 44D1043189. The person whose name appeared on the CLIA
certificate had not identified in writing the staff responsible for performing all the waived tests in the
clinic. EP 2 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central
Ave., La Follette, TN) site for CLIA #(s) 44D1043189. The person whose name appeared on the
CLIA certificate had not identified in writing the staff responsible for supervising all the waived tests

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx 7 Event=39843274 8/10/2015
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in the clinic.

Elements of Performance:

1. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments
of 1988 (CLIA '88) certificate, or a qualified designee, identifies, in writing, the staff responsible for performing

waived testing.

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

The Clinic Medical Director put in writing that he designated the laboratory director as the responsible person to
determine who is competent to perform waived testing and those individuals were evaluated for competency.
The Laboratory Director listed the staff who will perform all tests and the tests they each perform on the staff

members competency evaluation form.

WHEN:

Competencies were completed 3/30/15 to list testing staff and tests performed.

HOW:

The Laboratory Director will sign the document indicating the staff are able to perform the test upon completion
of their initial or annual competency assessment.

2. The person from the organization whose name appears on the Clinical Laboratory Improvement Amendments
of 1988 (CLIA '88) certificate, or a qualified designee, identifies, in writing, the staff responsible for supervising

waived testing.

Scoring Category: A

Corrective Action Taken:

WHO:
The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing

compliance.

WHAT:

The Clinic Medical Director put in writing that he designated the laboratory administrative director (TS) as the
responsible person to supervise the operations of the clinical laboratory.

WHEN:

On 03/05/2015 the delegation letter giving the director supervising responsibility was signed.

HOW:

The delegation letter will be reviewed and signed annually by the Clinic Medical Director and Laboratory
Director.

=

LAB Standard WT.05.01.01 The organization maintains records for waived testing.

Findings:
EP 1 Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave,,

httper/app.icinteommission,ore/CO-ESC-MOS Repart aspx TEvent=30843274 1102015
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La Follette, TN) site for CLIA #(s) 44D1043189. Intemal quality control results were not documented
for patient tests for hemoccult tests performed in the clinic. Observed in Document Review at
Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s)
44D1043189. External quality controls were not documented for the current lot number of urine HCG
tests. There were no external quality controls documented for the past three lot numbers. Observed in
Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN)
site for CLIA #(s) 44D1043189. External positive and negative quality controls were not documented
for the current lot number of StrepA tests opened in February 2015. . Observed in Document Review
at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s)
44D1043189. External negative quality controls were not documented for the current and past two lot
numbers of Flu A/B tests. EP 3 Observed in Tracer Activities at Tennova LaFoliette Medical Ctr
Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. For the protime/INR
reviewed at the clinic, the normal values (normal patient reference interval) did not accompany the
patient results documented in the Athena EMR. Observed in Tracer Activities at Tennova LaFollette
Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. For the
finger stick glucose reviewed at the clinic, the normal values (normal patient reference interval) did
not accompany the patient results documented in the Athena EMR. EP 4 Observed in Document
Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La Follette, TN) site for
CLIA #(s) 44D1043189. There was no audit trail for associating the tests results and internal quality
control with each lot number of strips used in the Coaguchek XS. The lot number of strips were not
documented. Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E.
Central Ave., La Follette, TN) site for CLIA #(s) 44D1043189. There was no andit trail for
associating the tests results and external quality control with each lot number of strips used in the
glucometer. The lot numbers of of the normal and abnormal quality controls were not documented.
Observed in Document Review at Tennova LaFollette Medical Ctr Clinic (905 E. Central Ave., La
Follette, TN) site for CLIA #(s) 44D1043189. There was no audit trail for associating the tests results
and internal quality control with each lot number of hemoccult cards used. The lot number of the
hemoccult kit was not documented.

Elements of Performance:

1. Quality control results, including internal and external controls for waived testing, are documented. Note 1:
Internal quality controls may include electronic, liguid, or control zone. External quality controls may include
electronic or liquid. Note 2: Quality control results may be located in the clinical record.

Scoring Category: C

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

New log sheets for documenting quality control were created for occult blood, urine HCG, Strep A and
Influenza tests to document external and internal Quality Control results. Staff was educated and competency
proven on documentation of quality control.

WHEN:

On 03/12/2015 education of new log sheets was completed.

HOW:

The laboratory director will perform monthly monitoring of the quality control sheets.

Evaluation 1 gample size is 100% of tests done at the clinics. 2. This will be monitored monthly for four
Method: ., cecutive months. 3. The denominator equals the total number of tests done at the clinics. 4.
The numerator equals the number of tests with acceptable QC documentation. 5. The data will

https://apps.jointcommission.org/CO-ESC-MOS/Report.aspx 7Event=39843274 8/10/2015
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be reported monthly to the Quality Committee.

Measure of
Success Goal 90
(%):
3. Quantitative test result reports in the patient's clinical record for waived testing are accompanied by reference
intervals (normal values) specific to the test method used and the population served. (See also DC.02.03.01, EP
14) Note 1: Semiquantitative results, such as urine macroscopic and urine dipsticks, are not required to comply
with this element of performance. Note 2: If the reference intervals (normal values) are not documented on the
same page as and adjacent to the waived test result, they must be located elsewhere within the patient's permanent
clinical record. The result must have a notation directing the reader to the location of the reference intervals
(normal values) in the patient's clinical record.

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

Worked with our clinic office software program, Athena, to install the reference ranges in the clinic electronic
medical record system (EMR).

WHEN:

A meeting with the Athena on site clinical specialist was held on March 10, 2015 to discuss adding the reference
ranges to the EMR. Staff was informed that the reference ranges were being added to the EMR for the clinics.
References ranges were updated and completed on April 19, 2015. Random patient reports were viewed to verify
that reference ranges were on EMS o 04/23/2015.

HOw:

The clinic director will randomly select patients monthly to verify the reference ranges are present in the EMR
and ranges are up to date until compliance is maintained for a full quarter.

4. Individual test results for waived testing are associated with quality control results and instrument records.
Note: A formal log is not required, but a functional audit trail is maintained that allows retrieval of individual test
results and their association with quality control and instrument records.

Scoring Category: A

Corrective Action Taken:

WHO:

The Laboratory Director is ultimately responsible for the corrective action and for overall and ongoing
compliance.

WHAT:

A quality control check log was created to include all necessary items to track quality control results, lot numbers
and instrument records. Staff was informed and educated to the new log sheet and how to document on the log
sheet by the Lab Director through demonstration.

WHEN:

The quality control check log sheet was completed and put into nuse on 03/12/2015,

HOW:

The laboratory director will review the quality control log sheet monthly, for completed documentation including
lot numbers. Failures will be followed up with individual staff members and reported as part of the clinic
laboratory PI process to the Quality Committee.

https://apps jointcommission.org/CQ-ESC-MOS/Renart.aspx ?Event=39243274 R110/2018
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AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF CAMPBELL

?— . Mﬁ N ‘L QO.LV\ , , being first duly swom, says that he/she is the
applicant named in this application or his/her/its lawful agent, that this project will be completed in
accordance with the application, that the applicant has read the directions to this application, the Rules
of the Health Services and Development Agency, and T.C.A. § 68-11-1601, et seq., and that the
responses to this application or any other questions deemed appropriate by the Health Services and

7l

I SIGNATURE/TITLE Céfé)

Development Agency are true and complete.

Swomn to and subscribed before me the | a day of August, 2015, a Notary Public for Campbell

' w
Wy LG 2 S NOTARY PUBLIC

fnt g i_“) AN

% s W
My commission expires Q\\%\\

County, Tennessee.

A
Tl &




State of Tennessee

Health Services and Development Agency
Andrew Jackson, 9" Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

CONSENT CALENDAR

September 1, 2015

Jerry Taylor, Esq.

Burr & Forman

511 Union St, Suite 2300
Nashville, TN 37219

RE: Certificate of Need Application -- Tennova LaFollette Medical Center CN1508-032
To initiate extracorporeal shockwave lithotripsy (ESWL) services up to 3 days/week on the hospital campus
through the use of a leased mobile lithotripsy unit. The service area consists of Campbell, Claiborne, and
Scott Counties. The estimated project cost is $440,203.

Dear Mr. Taylor:

This is to acknowledge the receipt of supplemental information to your application for a
Certificate of Need. Please be advised that your application is now considered to be complete by
this office.

Your application is being forwarded to Trent Sansing at the Tennessee Department of Health for
Certificate of Need review by the Division of Policy, Planning and Assessment. You may be
contacted by Mr. Sansing or someone from his office for additional clarification while the
application is under review by the Department. Mr. Sansing’s contact information is
Trent.Sansing@tn.gov or 615-253-4702.

In accordance with Tennessee Code Annotated, §68-11-1601, et seq., as amended by Public
Chapter 780, the 30-day review cycle for CONSENT CALENDAR for this project will begin on
September 1, 2015. The first thirty (30) days of the cycle are assigned to the Department of
Health, during which time a public hearing may be held on your application. You will be
contacted by a representative from this Agency to establish the date, time and place of the hearing
should one be requested. At the end of the thirty (30)-day period, a written report from the
Department of Health or its representative will be forwarded to this office for Agency review
within the thirty (30)-day period immediately following. You will receive a copy of their findings.
The Health Services and Development Agency will review your application on October 28, 2015.
Any communication regarding projects under consideration by the Health Services and
Development Agency shall be in accordance with T.C.A. § 68-11-1607(d):



Mr. Taylor
September 1, 2015

Page 2
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No communications are permitted with the members of the agency once the Letter of
Intent initiating the application process is filed with the agency. Communications
between agency members and agency staff shall not be prohibited. Any
communication received by an agency member from a person unrelated to the
applicant or party opposing the application shall be reported to the Executive
Director and a written summary of such communication shall be made part of the
certificate of need file.

All communications between the contact person or legal counsel for the applicant
and the Executive Director or agency staff after an application is deemed complete
and placed in the review cycle are prohibited unless submitted in writing or
confirmed in writing and made part of the certificate of need application file.
Communications for the purposes of clarification of facts and issues that may arise
after an application has been deemed complete and initiated by the Executive
Director or agency staff are not prohibited.

Should you have questions or require additional information, please contact me.

Sincerely,

NS WAV NIRRT

Melanie M. Hill
Executive Director

CcC:

Trent Sansing, TDH/Health Statistics, PPA



State of Tennessee

Health Services and Development Agency
Andrew Jackson, 9" Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

MEMORANDUM

TO: Trent Sansing, CON Director
Office of Policy, Planning and Assessment
Division of Health Statistics
Andrew Johnson Tower, 2nd Floor
710 James Robertson Parkway
Nashville, Tennessee 37243

SN\
FROM: Melaniemill

Executive Director
DATE: September 1, 2015

RE: Certificate of Need Application
Tennova LaFollette Medical Center - CN1508-032

Please find enclosed an application for a Certificate of Need for the above-referenced project.

This application has undergone initial review by this office and has been deemed complete. It is
being forwarded to your agency for a sixty (60) day review period to begin on September 1, 2015
and end on November 1, 2015.

Should there be any questions regarding this application or the review cycle, please contact this
office.

Enclosure

cc: Jerry Taylor, Esq.



LETTER OF INTENT
TENNESSEE HEALTH SERVICES AND DEVELOPMENT AGENCY

The Publication of Intent is to be published in the Knoxville News Sentinel, which is a
newspaper of general circulation in Campbell County, Tennessee, on or before August 9,
2015 for one day.

This is to provide official notice to the Health Services and Development Agency and all
interested parties, in accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the
Health Services and Development Agency, that Tennova Healthcare -- LaFollette Medical
Center, owned and managed by Campbell County HMA, LLC, a Tennessee limited liability
company, intends to file an application for a Certificate of Need for the initiation of
extracorporeal shockwave lithotripsy services through use of a leased mobile lithotripsy unit
on a part-time basis on the hospital campus located at 923 East Central Avenue, LaFollette,
Campbell County Tennessee. Tennova Healthcare -- LaFollette Medical Center is licensed
as a general hospital by the Tennessee Board for Licensing Health Care Facilities. This
project involves no change in the number or types of licensed inpatient beds. The estimated
project cost is not to exceed $850,000.

The anticipated date of filing the application is August 14, 2015.

The contact person for this project is Jerry W. Taylor, Attorney, who may be reached at: Burr
& Forman, LLP, 511 Union Street, Suite 2300, Nashville, Tennessee 37219, 615-724-3247,
itaylor@burr.com.

The_published Letter of Intent contains the following statement pursuant to T.C.A. § 68-11-
1607(c)(1). (A) Any health care institution wishing to oppose a Certificate of Need
application must file a written notice with the Health Services and Development Agency no
later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person
wishing to oppose the application must file written objection with the Health Services and

24948040 v1
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August 27, 2015
1:38 pm
SUPPLEMENTAL RESPONSES

CERTIFICATE OF NEED APPLICATION
FOR

TENNOVA HEALTHCARE -
LAFOLLETTE MEDICAL CENTER

Initiation of Part-Time Lithotripsy Service

Campbell County, Tennessee

Project No. CN1508-032

August 27, 2015

Contact Person:

Jerry W. Taylor, Esq.
Burr & Forman, LLP
511 Union Street, Suite 2300
Nashville, Tennessee 37219
615-724-3247




Supplemental Responses
Tennova Healthcare-LaFollette Medical Center, CN1508-032

Page 1

1.

SUPPLEMENTAL #1

August 27, 2015
1:38 pm

Section B, Project Description, Item 1

Approximately what percentage of lithotripsy procedures will be performed on an
emergency basis?

Approximately 10%.

Will Dr, DeLair bill separately for services or will his charges be covered under a
global fee?

Dr. DeLair will bill separately for his professional services.

Does Dr. DeLair participate in Medicare and contract with all the TennCare MCOs
that the hospital does?

Yes. Dr. DeLair is an employed physician. He participates in Medicare and is in
network with all of the TennCare MCOs with which the hospital is in network.

What are the applicant’s expectations of physician referrals by specialty to the
proposed ESWL mobile service? Please complete the table below.

Specialty Physicians ESWL Referrals
practicing in Year 1
PSA/SSA
Family Practice 26
Internal Medicine 10
OB/GYN 2
Orthopedics 0
General Surg 8
Urology 1 165
Other Podiatry 2
Cardiology 2
Oncology 1
TOTAL 52

The number of physicians by specialty is the hospital's estimate based on various sources
in the community. There is no such data routinely maintained by TH-LMC.

All referrals from lithotripsy treatment must come from an Urologist. Some portion of
the patients will be referred from a different specialty to the Urologist. The vast portion
of these referrals will be from Family Practice and Internists, but the applicant was not
able to accurately quantify the number of those referrals.
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2. Section B, Project Description, Item II. A.
Where will the lithotripsy unit be stored when not in use?
It will be in the possession of the mobile vendor, Kentucky I Lithotripsy, LLC.

Will the lithotripsy unit be at the hospital full-time or will the vendor be using it at
other locations during the week?

The vendor will be using it at other locations when it is not in use at LaFollette Medical
Center.

3. Section B, Project Description, Item B. II.C.
One key benefit appears to be the use of the service as an alternative to invasive
surgeries. Can the applicant offer some insight as to the magnitude of same in the
PSA and the potential reduction in surgeries resulting from this project?
Shock wave lithotripsy in an alternative to an invasive surgical procedure which must be
performed through the patient's back. Lithotripsy is a very low risk, non- invasive, less
painful procedure than the surgical alternative and also results in less lost work time for
the patient (if employed). Lithotripsy has a 80-90% success rate, and the benefits to the
patient compared to the surgical alternative are numerous and obvious.
There is no publicly available data as to the number of kidney stone surgeries performed
in the service area, so any potential impact on the incidence of such surgical procedures
cannot be accurately quantified.

4. Section B, Project Description, Item E.2
Please also describe the date of manufacture of the unit, its current years in service
and expected useful life, and any technological advantages in comparison to other
ESWL models.
The date of manufacture is July 2005.
Its current years in service are 10 years.
Its expected useful life is 20 plus years.

Technological advantages in comparison to other ESWL models:

e Large focus area for enhanced fragmentation and reduced negative effects of
respiratory excursion.
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e Allows for additional urological procedures without need to reposition (radio
transparent table top).

e +/- trendelenburg positioning.

e Enhanced imaging.

An informational brochure is attached following this response.



LITHODIAMOND®
Multifunctional Lithotripsy System

www.healthtronics.com HealthTronics

We share your passion




A Focused Approach

For two decades, HealthTronics has set the standard with innovative
diagnostic and treatment devices like the LithoDiamond® Multifunctional
Lithotripsy System. Developed specifically to disintegrate renal and
ureteral stones, the LithoDiamond features state-of-the-art technology

in a compact design to deliver an exceptionally efficient and affordable
lithotripsy system. The LithoDiamond provides the highest level of clinical
results for both Urologist and patient.

Large Focal Zone

Using proven electrohydraulic shockwave generation, the LithoDiamond
delivers safe and effective stone fragmentation. Featuring the largest focal
zone (11 x 96 mm) available on the market today, the LithoDiamond provides
enhanced fragmentation and dramatically reduces the negative effects of

respiratory excursion during the freatment.

Integrated Therapy Modules

The shockwave generator and x-ray system have been combined with the
patient table to form a powerful, yet compact, lithotripsy system. The mobile
control console can be positioned in or out of the treatment area and features
two high-resolution monitors and a menu system that allows for easier
shockwave, x-ray, and table control. An opfional remote monitoring system

offers even faster service and reduced downtime.

— ) G



Superb High Resolution Imaging

The LithoDiamond® employs a contrast optimized fluoroscopic imaging
system specifically designed for lithotripsy that delivers excellent image
resolution with minimum radiation exposure. This makes locating stones

and patient positioning much simpler.
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A Versatile Urological Workstation

The LithoDiamond allows the operator to perform additional urologic
procedures on the table without the need to reposition the patient for
freatment.

The table provides both positive and negative Trendelenburg tilt, and o

foot pedal that allows the operator to reposition the table easily during
endoscopic procedures.

The unit is also equipped with stirrups and a flexible holder for disposable
drain bags. The optional printer can provide a hard copy of all images during
treatment.




Advanced Positioning

The LithoDiamond can also use ultrasonic localization to pinpoint the calculi.

The standard transducer for abdominal examinations will localize and position

the stone while the computerized system automatically moves the patient into

the appropriate treatment position.

Ultrasound and x-ray may be used simultaneously.

Shorter Treatment Times

Because it has been designed specifically for lithotripsy, with a highly
advanced locating system, the LithoDiamond has the added advantage
of greatly reduced treatment times. With the LithoDiamond, treatment
generally takes only 20 or 30 minutes.

LithoDiamond Features and Benefits

o Comfortable. Treatments can be performed without anesthesia.

o Simple. A menu-guided user interface makes it easy to control
all the unit's functions.

* Quick and Safe. Advanced x-ray locating system for simple
and accurate stone positioning.

e Economy. High availability, short treatment time, and easy
servicing for distinct savings over other lithotripsy systems.

* Patient Convenience. Low table height for easier patient loading.

* Flexibility. Can be used as either a stationary or
a transportable system.

* Multifunctional. Can be used to perform routine
endourology procedures.



The Truly Transportable Lithotripter

The LithoDiamond?® is a “Plug and Go” device. lts quick setup and outstanding
mobility, a result of the unit's small dimensions and the easily integrated
fransport unit, make the LithoDiamond a factor you can rely on in your
therapy planning.

When the treatment day is done, the system becomes a compact
configuration, which is easily moved onto o transport vehicle via an
electric trolley, or placed into a storage area to free up the freatment area.

Accessories

* Arm Support

e Holder for Disposable Drain Bags
e Shoulder Supports

® Stirrups

¢ Foot Pedals

3o
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Item ¢ — Lease/Contract Cost: given the vendor quote for equipment payments on a
$2,400 per procedure basis for an initial term of 1 year, what are the arrangements
if for some reason no patients need to be treated on a scheduled day of mobile
service? Please clarify what costs the hospital will incur if a patient does not give
notice and is a no-show, and the unit comes to the hospital to deliver a service.

If no patients are scheduled for a day the unit is scheduled to be on site at TH-LMC, the
mobile vendor will be notified and will not bring the unit. If a patient is scheduled and is
a no-show, TH-LMC will not be charged for the procedure. The patient would not incur
any liability.

5. Section C, Need, Item 1.a. (Project Specific Criteria-Extra-Corporeal Shock Wave
Lithotripsy). Please provide a response for each of the items noted below:

3. Current Service Area Utilization. The patient destination chart from the
Department of Health is noted. Please contact Alecia Craighead, Statistical
Analyst IIT at the HSDA office with more current and complete data. Please also
complete the following chart:

2012 2013 2014 % Change
’12-‘14

Total # resident 163 156 132 -19%
ESWL
procedures
# residents 112 115 101 -9.8%
using Knox Co.
Providers

% Residents 68.7% 73.7% 76.5% 7.8%
using Knox Co.
providers
Total ESWL 1,456 1,573 1,439 -1.1%
procedures of
Knox Co.
providers

% Knox Co. 11.2% 9.9% 9.2% 2%
provider
reliance on
PSA/SSA
residents

# residents 51 40 31 -39.22%
using Anderson

Co. Providers
% Residents 31.3% 25.6% 23.5% -7.8%
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using Anderson
Co. providers
Total ESWL 212 192 168 -20.7%
procedures of
Anderson Co.
providers

% Anderson 24.1% 20.1% 18.4% -5.7%
Co. provider
reliance on
PSA/SSA
residents

Source: HSDA Medical Equipment Registry 8/24/2015

5. Adequate Staffing and Services — Your response to this item is noted.
Please:
e Provide some details regarding radiology services. Please identify the names
of all radiologists on the hospital’s medical staff that apply (with copy of CV,
if possible).

The mobile vendor will supply the Radiologic Technologist, who will be properly
trained and certified in the operation of the lithotripsy unit. The radiologic
technologist has not been specifically identified by the mobile vendor at this time.
None of TH-LMC's radiology medical staff will be involved in the provision of
lithotripsy services.

e Please provide documentation of Dr. DeLair’s board certification.

A letter of verification from The American Board of Urology is attached
following this response.
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THE AMERICAN BOARD OF UROLOGY P
600 Peter Jefferson Parkway
Suite 150
Charlottesville, VA 22911

Phone: 434/979-0059 Fax: 434/979-
0266

April 10, 2015

Sean Martin DeLair MD
185 Tatum Point
Somerset KY 42503

Dear Dr. DeLair:
The American Board of Urology verifies that you are a Diplomate.

Your certificate was dated February 28, 2009. Your certificate number is
16501.

Certificates issued by the American Board of Urology on or after January 1,
1985 expire on the anniversary of the date of issue and are valid for ten years
only. Your certificate will expire February 28, 2019. A physician who fails to
maintain certification by the expiration date is no longer a Diplomate of the
Board.

Maintenance of this certificate requires full participation in the American Board
of Urology’s Maintenance of Certification (MOC) program. You are in
compliance with MOC, having successfully completed Levels 1 and 2 in 2011
and 2013, respectively, and you are meeting the requirements of your
American Board of Urology certificate.

Sincerely,

o 3
v
e IR .
e, P -
2354 2 N A

Gerald H. Jordan, M.D.
Executive Secretary

GHJ/Ird
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e Will Dr. DeLair have physician back-up when on vacation or unavailable for
other reasons?

Not at this time; Dr. DeLair is the only Urologist on the medical staff. TH-LMC
is continuing to explore opportunities that may result in another Urologist joining
the medical staff in the future, but no specific plans are in place.

Because the lithotripsy service will be scheduled for specific days, in most
instances it will be possible for Dr. DeLair to schedule any absences around the
service. In the rare event that an emergent case presents at the E.D. when Dr.
DeLair is not available, the patient would be referred or transferred to a
lithotripsy provider of the patient's choice following stabilization.

e It is understood that Dr. DeLair is board-certified in Urology. Are there
other training and credentialing requirements of the American College of
Surgeon’s Advisory Council for Urology besides board certification? If yes,
what are they and document that Dr. DeLair meets those requirements.

No additional training or certification is required beyond board certification. Dr.
DeLair has performed or supervised lithotripsy procedures for many years prior
to joining the medical staff.

e What will be the ongoing education plan for Dr. DeLair and other staff
associated with the lithotripsy service.

No on-going education specific to the lithotripsy service is necessary or planned
for the staff. All routine annual competencies will be completed for all staff.

10. b. Access- Your response to this item is noted. Please update your
response using the more recent data collected from the HSDA equipment
registry and use the chart below.

ESWL Use Rates by County per 1,000 Population in Applicant’s Service Area

County 2012 2013 2014

Campbell .19344 21378 15190
Claiborne .12688 10475 .09814
Scott 19509 15464 16861
Statewide* 11283 11689 .12090

Source: HSDA Equipment Registry 8/25/15
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*Statewide use rate does not include non-Tennessee residents. This is thought to be the
more comparable set of data, since the county use rates obviously do not include non-
county residents.

6. Section C, Need, Item 4.A.

Your population table is noted. Please add a column that totals the 3-county service
area.

A revised table is attached following this response.
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7. Section C, Need, Item 4.B.
Please provide a response to this item.
The question and omitted response are reflected below:

4. A. Describe the demographics of the population to be served by this proposal.

A table reflecting the population and demographics of the service area is attached following
the previous response.

B. Describe the special needs of the service area population, including health
disparities, the accessibility to consumers, particularly the elderly, women, racial and
ethnic minorities, and low-income groups. Document how the business plans of the
facility will take into consideration the special needs of the service area population.

According to data obtained from the Department of Health, every county in the service area
had a higher use rate for lithotripsy services than the state-wide use rate for 2013 (see page
20 of the application).

According to data from the HSDA Equipment Registry, every county in the service area
except for Claiborne County in 2013 and 2014, had a higher use rate for lithotripsy services
than the state-wide use rate for the years 2012-2014 (see table in response to Supplemental
Question 5).

Every county in the service area is designated as a Medically Underserved Area by the
United States Health Resources and Services Administration (see page 20 of the application).

There is no existing lithotripsy service in the service area.

The service area has a disproportionally high share of TennCare enrollees (31.5% service
area compared to 21.6% state-wide).

A locally accessible lithotripsy service will address these special needs. TH-LMC
participates in Medicare and contracts with all TennCare MCOs operating in the area.

8. Section C, Need, Item 5

Your response to this item is noted; however since the application has already noted
that significant numbers of patients are traveling to Knox and Anderson County
lithotripsy providers, please complete the following table utilizing data from the
HSDA Equipment Registry.
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Knox/Anderson Co. ESWL Distance | 2012 2013 2014
Provider from procedures | procedures | procedures
TH-
LMC*
Methodist Medical Center 34 Miles/ 212 192 168
(Anderson) 46 min
Fort Sanders Regional Medical | 39 Miles/ 143 163 165
Center (Knox) 44 min.
North Knoxville Medical 30 Miles/ 289 349 294
Center (Knox) 35 min,
Parkwest Medical Center 46 Miles/ 430 437 484
(Knox) 51 min
Physicians Regional Medical 37 Miles/ 83 71 54
Center (Knox) 43 min
Turkey Creek Medical Center | 49 Miles/ N/A 65 45
(Knox) 53 min
University of Tennessee 40 Miles/ 511 488 397
Medical Center (Knox) 46 min,

*note: please show in miles & estimated driving time

Sources: Procedures, HSDA Medical Equipment Registry, 8/25/15; Distances and times,
Google Maps

9. Section C, Need, Item 6

The applicant notes that 148 service area residents sought lithotripsy services. The
applicant is projecting 165 patients in Year 1, which would suggest a market share
of 100%+. Is this a realistic assumption?

The projected number of patients is believed to be reasonable in light of the following
considerations:

The projected 165 patients include not only those from the 3 county primary service area,
but some from other counties which do not have a local lithotripsy service. Although the
number of patients residing in the secondary service area was not quantified, it is
reasonable to assume there will be some in-migration from those areas.

The lack of a locally accessible lithotripsy service may be keeping the numbers of
treatments provided to service area residents artificially low, as patients may forego
treatment or receive alternative forms of treatment.

Because of the per-click lease arrangement, even if the first year projections are not
reached the project will still be economically feasible. And, it will still be providing a
much needed new health care service in the service area.
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Whole Hospital-Other Expenses — Year 1 and 2 of the Other Expense chart on page
30 have the same entries but different totals. Please make the necessary corrections
and submit a revised chart.

A revised Other Expenses chart is attached following this response. The reason the
entries are identical for both years is these are fixed, not variable expenses.



Projected Whole Hospital

Other Expenses

year 1

4,244,916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1,609,208

12,911,815

Other Revenue
year 1

16,576.83
3,772.23
13,317.73
105,243.27
656.61
(2,269.47)
11,132.80

P P P P P PP BH PP

148,430

year 2

year 2

P P A hH PP P &FH PP

4,244,916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,649
-1,609,208

12,911,815

16,908.36
3,847.68
13,584.08
107,348.13
669.74
(2,314.86)
11,355.46

151,399

SUPPLEMENTAL #1

August 27, 2015
1:38 pm
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Lithotripsy Only-Other Expenses - Please provide a detailed Other Expenses Chart,

An itemization of "Other Expenses" for the Projected Data Chart for the Lithotripsy
service is attached following this response.



Projected Data Chart (Lithotripsy Only)
Other Expenses:

Mobile Lithotripsy Lease Payments:

25051794 v1

Year 1

$396,000

SUPPLEMENTAL #1

August 27, 2015
1:38 pm

Year 2

$407,880



SUPPLEMENTAL #1

Supplemental Responses August 27, 2015
Tennova Healthcare-LaFollette Medical Center, CN1508-032 1:38 pm
Page 12 )

11. Section C, Economic Feasibility, Items 6A and 6 B

12.

13.

Item 6B What is the Medicare allowable fee schedule for the codes listed in your
response to 6A?

$3,112
Section C, Economic Feasibility, Items 7 and 8

What is the minimum number of procedures needed for the lithotripsy service to
breakeven?

Because (1) this is a per click lease arrangement, (2) no capital expenditure is required,
and (3) net revenue per treatment exceeds the cost per treatment, it will be profitable even
if only one treatment is provided.

Section C, Orderly Development, Item 3
What are the estimated FTE requirements for RN, Surgical Tech, and CRNA?
The estimated FTE for each position is .32.

The Wage for the CRNA is approximately 3.5 times the median wage. Please
explain.

The $250.00 an hour estimated wage is incorrect. The actual estimated hourly rate is
$150.00 an hour. The reason this hourly rate is substantially higher than the median
TDLWD rate is the CRNAs providing services for the lithotripsy service will be part-
time contracted positions, whereas the TDLWD median wage is presumably based on a
full-time position.

In the Projected Data Chart for the lithotripsy service the applicant has allocated
$3,486 in Year 1. Is that enough?

This entry on the Projected Data Chart for the Lithotripsy service is incorrect. A revised
Projected Data Chart for the Lithotripsy service is attached following this response.
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Give information for the two (2) years following completion of this proposal. The fiscal year begins in
Year 1 Year 2
A. Utilization/Occupancy Data (Specify unit of measure). 1656 180
B. Revenue from Services to Patients
1. Inpatient Services $ -
2. Qutpatient Services $ 1,540,707.30 $ 1,680,771.60
3. Emergency Services $ - $ =
4. Other Operating Revenue (Specify) $ -
Gross Operating Revenue $ 1,540,707.30 $ 1,680,771.60
C. Deductions from Operating Revenue
1. Contractual Adjustments $ 941,054.86  $ 1,055,257.24
2. Provisions for Charity Care $ 48,72292 § 54,635.72
3. Provisions for Bad Debt $ 37,449.52 $ 41,994.24
Total Deductions $ 1,027,227.30 $ 1,151,887.20
NET OPERATING REVENUE $ 513,480.00 $ 528,884.40
$ <
D. Operating Expenses
1. Salaries and Wages $ 18,067.50 $ 19,710.00
2. Physicians' Salaries and Wages
3. Supplies $ 5,134.80 $ 5,288.84
4. Taxes
5. Depreciation
6. Rent
7. Interest, other than Capital
8. Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates
9. Other Expenses $ 396,000.00 $ 407,880.00
Specify:
Total Operating Expenses $ 419,202.30 $ 432,878.84
E Other Revenue (Expenses)--Net
Specify:
NET OPERATING INCOME (LOSS) $ 94,277.70 $ 96,005.56
F Capital Expenditures
1. Retirement of Principal
2. Interest
Total Capital Expenditures $ - $ -
NET OPERATING INCOME (L.OSS) $ 9427770  $ 96,005.56
LESS CAPITAL EXPENDITURES $ - $ 2
NOI LESS CAPITAL EXPENDITURES $ 94,277.70 $ 96,005.56

R-31
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14, Publishers Affidavit
Your response to this item is noted. We will await the Publishers Affidavit.

The Publisher's Affidavit is attached following this response.
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(Advertising) NOTIFICATION OF INTENT TO APPLY FOR (Ref No: 639006)

To: TENNOVA HEALTHCARE

P.O.%#: _
NOTIFICATION OF INTENT TO APPLY
" FOR A CERTIFICATE OF NEED

This s to Provl_de official notice to the Health smﬁcus and Development Agen-
cy and all interested parties, In accordance with T.C.A, § 68-11-1601 et sel,
9 and the Rules of the Health Seryices and Development Agency, that Tennova
PUBLISHER’S AFFIL |Heaithcare - LaFollette Medical Center i and managed b wrbell
county HMA, LLC, & '_Funnessee limited liability company, Intends to file an

application for a Certificate of Need for the initlation of extracorporeal shock-

wave lithotripsy services through use of a leased muglle lithotripsy unit on a
od at 923 East Central Avenue,

Eart—'tlme hasls -ng the hosll:lta campus locat:
; all County Tennessee, Tepnova Healthoare -« LaFulﬁge
i

State of Tennessee } SFolidte, amp !
Medical Center. Is licensed as a _Fﬁneral hosF_Ita_l by the 'Lar_messen Boar
o e LSSt ol o s ot o e
or n - B cel
County of Knox } |$&561000. v ' gl
The anticlpated date of filing the application |s August 14, 2015.

The contactperson for this project is Jerry W Taylor, Attorney, who may be
reached at: Burr & Forman, LLP, 511 Union Street, Suite 2300, Nashville, Ten-

Before me, the undersi - . : :
> gned, a Notary Public in and for said (|15 37215 8780800
Upon written request by Interested parties, a local Fact-Finding public heari
F_sﬂ:lil' be conduicted, \»\'ﬁlmu rmn‘i‘: forhn’iﬂnu shoulil be .".?‘n? to: il

Hurst first duly sworn, according to law, says that he/she is a
Knoxville News-Sentinel, a daily newspaper published at Kny "ﬁﬁﬁh’?ﬂn‘nm%ﬂhl or
the advertisement of: ’,?“",;‘,‘ﬂ::ﬂfﬁ 31243

Pursuant to T.C.A, B 68-11-1607(c){1): (A) Any fealth care institution w!gl:lng
tion must file a wﬁmﬂnuﬂu L
n
¥

h&m l;entlctes and tlI;ownln m%nc o later tha n (15) days
(The Above-Referenc | the "1:""’.!. s_cludnlnr I'ltl‘ﬂl Services tme!ofmwz Agenc
meeting hich application s originally sch uled; and (B) Any other
mﬁ wishing to o app! n must file written objection with the

: . Hea o5 “"IL evelopmant Agency at or prior to the consideration of
of which the annexed is a copy, was published in said paper ¢| bt

08/09/15 Sun —

and that the statement of account herewith is correct to the best of his/her knowledge, information, and

% Jday d/wa D/

] |
Subscribed and sworn to before me this D had day of (x(\kdf (_@'L 20 \6
O\ J\MM.{' B ,M%LAJ !

Notary Public &-

My commission expires 20

Wy,

AN 7
S,
Y O A
S STATE Z
0 OF ¥ 8
=% TENNESSEE %k =
z NOTARY § =
Z v PUBLC o &
7 . W .\_ =
0 I ST o )
’9,,5"4;7-.', of “‘\i\‘

KTt

MY COMMISSION EXPIRES:
MAY 5. 2019 .
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15. Annual Progress Reports-Tennova

CN1106-019 — Mercy Health System, Inc. fka Mercy Medical Center North and
currently known as North Knoxville Medical Center-Acquisition of a second linear
accelerator. According to the last project update (7/30/2015) a request will be
asking for a one year extension to the expiration date, which is December 1,

2015. When does the applicant expect to make that request?

The extension request will be made no later than October 30, 2015.
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AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF CAMPBELL

NAME OF FACILITY: TENNOVA HEALTHCARE-LAFOLLETTE MEDICAL CENTER

I, Mark Cain, after first being duly sworn, state under oath that I am the applicant named in this
Certificate of Need application or the lawful agent thereof, that I have reviewed all of the

supplemental information submitted herewith, and that it is true, accurate, and complete.

/ ~ s

Sigﬁatm'efl‘itle

Sworm to and subscribed before me, a Notary Public, this the _ﬁa 7 day of August 2015, witness

my hand at office in the County of Campbell, State of Tennessee.

NOTARY PUBLIC

My commission expires q l 1S l. l§
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SECOND SUPPLEMENTAL RESPONSES

CERTIFICATE OF NEED APPLICATION

FOR

TENNOVA HEALTHCARE -
LAFOLLETTE MEDICAL CENTER

Initiation of Part-Time Lithotripsy Service

Campbell County, Tennessee

Project No. CN1508-032

August 31, 2015

Contact Person:

Jerry W. Taylor, Esq.
Burr & Forman, LLP
511 Union Street, Suite 2300
Nashville, Tennessee 37219
615-724-3247
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1. Section C, Economic Feasibility, Item 4 (Projected Data Charts)

Whole Hospital-Other Expenses — The charts submitted do not include the column
that identifies the expense item. Please submit a revised page that includes this
information.

A revised Other Expenses chart is attached.

Lithotripsy Only-Other Expenses — When taking the mobile lithotripsy lease
expense for Year 2 and dividing it by 180 procedures, the result is $2,266. Since the
“per click” arrangement is for $2,400, please explain this variance. Please also note
that if an adjustment is required for this chart, an adjustment will also likely be
needed in the Projected Data Chart as well. For example the net revenue per
procedure for Year 2 is $2,938.24 instead of the $3,112.54 listed in other parts of the
application.

A revised Projected Data Chart and Other Expenses page are attached. The incorrect
"other expenses" entry for Year 2 does not affect the net revenue per case, because the is
not a component of the netted out entries from gross revenue. However, it was
discovered that certain other entries for Year 2 were also incorrect.

The attached revised Projected Data Chart reflects a net operating income of $3,112 for
both Year 1 and Year 2.



PDC Whole Hospital

benefits

prof. fees
purchased services
repairs & maint
utilities

general insurance
other taxes
property tax

sales tax
marketing, travel, etc.
Hitech Incentive

MEDICAID SETTLEMENT
GIFT SHOP SALES
VENDING

OTHER RENTAL INCOME
MEDICAL TRANSCRIPTS
INTEREST INCOME

MISC. REFUNDS & REBATES

Other Expenses

year 1

4,244 916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1,609,208

12,911,815

Other Revenue
year 1

16,576.83
3,772.23
13,317.73
105,243.27
656.61
(2,269.47)
11,132.80

h PP PP R

148,430

year 2

4,244 916
201,380
5,163,219
1,083,417
675,950
740,404
1,918,012
270,820
191,357
31,549
-1,609,208

12,911,815

year 2

P P N P P PP

16,908.36
3,847.68
13,584.08
107,348.13
669.74
(2,314.86)
11,355.46

151,399

SUPPLEMENTAL #2
August 31, 2015

8:49 am
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Give information for the two (2) years following completion of this proposal. The fiscal year begins in

Year 1 Year 2
A Utilization/Occupancy Data (Specify unit of measure). 165 180
B. Revenue from Services to Patients
1. Inpatient Services $ -
2. Outpatient Services $ 1,540,704.00 $ 1,680,768.00
3. Emergency Services $ - $ -
4. Other Operating Revenue (Specify) $ =
Gross Operating Revenue $ 1,540,704.00 $ 1,680,768.00
C. Deductions from Operating Revenue
1. Contractual Adjustments $. 941,051.84 $ 1,026,602.01
2. Provisions for Charity Care $ 48,722.76 $ 53,152.10
3. Provisions for Bad Debt $ 37,449.40 $ 40,853.89
Total Deductions $ 1,027,224.00 $ 1,120,608.00
NET OPERATING REVENUE $ 513,480.00 $ 560,160.00
$ =
D. Operating Expenses
1. Salaries and Wages $ 18,067.50 $ 19,710.00
2. Physicians' Salaries and Wages
3. Supplies $ 5,134.80 $ 5,601.60
4. Taxes
5. Depreciation
6. Rent
7. Interest, other than Capital
8. Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates
9. Other Expenses $ 396,000.00 $ 432,000.00
Specify:
Total Operating Expenses $ 419,202.30 $ 457,311.60
E. Other Revenue (Expenses)--Net
Specify:
NET OPERATING INCOME (LOSS) $ 94,277.70 $ 102,848.40
F. Capital Expenditures
1. Retirement of Principal
2. Interest
Total Capital Expenditures $ - $ :
NET OPERATING INCOME (LOSS) $ 94,277.70 $ 102,848.40
LESS CAPITAL EXPENDITURES $ - $ s
NOI LESS CAPITAL EXPENDITURES $ 94,277.70 $ 102,848.40
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Projected Data Chart (Lithotripsy Only)
Other Expenses: Year 1 Year 2
Mobile Lithotripsy Lease Payments: $396,000 $432,000
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AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF DAVIDSON

NAME OF FACILITY: TENNOVA HEALTHCARE-LAFOLLETTE MEDICAL CENTER

L, Jerry W. Taylor, after first being duly sworn, state under oath that I am the applicant named in
this Certificate of Need application or the lawful agent thereof, that I have reviewed all of the

supplemental information submitted herewith, and that it is true, accurate, and complete.

AT
le( Attgney /

5{—
Sworn to and subscribed before me, a Notary Public, this theél day of August 2015, witness

my hand at office in the County of Davidson, State of Tennessee.

RO Ta

RY PUBLIC

My commission expires




